DOCUMENT RESUME 



ED 294 093 



CG 020 759 



TITLE 



INSTITUTION 

PUB DATE 
NOTE 

AVAILABLE FROM 



PUB TYPE 

EDRS PRICE 
DESCRIPTORS 

IDENTIFIERS 



Medical Devices and Drug Issues. Hearing before the 
Subcommittee on Health and the Environment of the 
Committee on Energy and Commerce, House of 
Representatives, One Hundredth Congress, First 
Session (April 8, 21, and May 4, 1987). 
Congress of the U.S., Washington, DC. House Committee 
on Energy and Commerce. 
87 

405p.; Serial No. 100-34. Portions contain 
small/marginally legible print. 
Superintendent of Documents, Congressional Sales 
Office, U.S. Government Printing Office, Washington, 
DC 20402. 

Legal/Legislative/Regulatory Mater ials ( 090 ) 
MF01/PC17 Plus Postage. 

*Costs; *Drug Legislation; *Drug Therapy; *Drug Use; 
*Ethics; Hearings; Technological Advancement 
Congress 100th; *Medical Devices 



ABSTRACT 

The text of three separate Conqressional hearings on 
medical devices and drug issues is presented in this document. The 
first hearing considers the need for legislation to control potential 
abuses and illegal diversion of human growth hormone which is 
produced by using recombinant deoxyribonucleic acid (DNA) technology. 
The second hearing investigates the dramatic and continuing price 
increases for prescription drugs, particularly whether the reasons 
cited by the drug industry for these increases have any basis in 
fact. The third hearing is on the Federal Drug Association's 
implementation of the Medical Devices Amendments of 1976. Testimony 
from 33 witnesses, including government regulators, representatives 
from advocacy groups, victims and their relatives, representatives 
from industry, and medical experts is presented. Materials submitted 
for the record are included. (ABL) 



****** ********1ir******:^* ******************** 

* Reproductions supplied by EDRS are the best that can be made * 

* from the original dociunent. * 
****** *^******************** ********* ********************************** 



FRir 



MEDICAL DEVICES AND DRUG ISSUES 



HEARINGS 

BEFORE THE 

SUBCOMMITTEE ON 
HEALTH AND THE ENVIRONMENT 

OF THE 

COMMITTEE ON 
ENERGY AInD COMMERCE 
HOUSE OF REPRESENTATIVES 

ONE HUNDREDTH CONGRESS 
FIRST SESSION 



APRIL 8, 21, AND MAY 4, 1987 



Serial No. 100-34 



Printed for the use of the Committee on Energy and Commerce 



77-494 « 



U.S. GOVERNMENT PRINTING OFFICE 
WASHINGTON : 1987 



For sale by the Superintendent of Document*, Congrettional Sales Office 
VS. Government PrinUng Office, Washington, DC 20402 



3 



COMMITTEE ON ENERGY AND COMMERCE 



JOHN D. DINGELL, 
JAMES H. SCHEUER, New York 
HENRY A. WAXMAN. California 
PHILIP R. SHARP, Indiana 
JAMES J. FLORIO, New Jereey 
EDWARD J. MARKEY, Massachusetts 
THOMAS A. LUKEN. Ohio 
DOUG WALGREN, Pennsylvania 
AL SWIFT. Washington 
MICKEY LELAND. Texas 
CARDISS COLUNS. Illinois 
MIKE SYNAR, Oklahoma 
WJ. "BILLY" TAUZIN. Louisiana 
RON WYDEN. Oregon 
RALPH M. HALL, Texas 
DENNIS E. ECKART. Ohio 
WAYNE DOWDY, Mississippi 
BILL RICHARDSON. New Mexico 
JUA «LATTERY. Kansas 
GE :Y SmORSKI. Minnewte 
JOHN BRYANT, Ifexas 
JIM BATES, California 
RICK BOUCHER, Vii^nia 
JIM COOPER, Tennessee 
TERRY L. BRUCE, Illinois 



Michigan, Chairman 

NORMAN /. LENT, New York 

EDWARD R MADIGAN, Illinois 

CARLOS J. MOORHEAD, California 

MATTHEW J. RINALDO. New Jersey 

WILLIAM E. DAiWEMEYER, California 

BOB WHTTTAKER. Kansas 

THOM AS J. T AUKE, Iowa 

DON Riri'KK, Pennsylvania 

DAN COATS, Indiana 

THOMAS J. BULEY, Jr., Virginia 

JACK FIELDS, Tex^ 

MICHAEJ^ G. OXLEY, Ohio 

HOWARD C. NIELSON, I (ah 

MICHAEL BILIRAKIS, Florida 

DAN SCHAEFER, Colorado 

JOE BARTON, Texas 

SONNY CALLAHAN, Alabama 



Wm. Michael KrrzMiLLER, Staff Director 
Thomas M. Ryan, Chief Counsel 
Paul C. SMrm, Minority Counsel/Ztcff Director 



Subcommittee on Health and the Environment 



HENRY A 
JAMES H. SCHEUER, New York 
DOUG WALGREN, Ptennsylvania 
RON WYDEN, Oregon 
GERRY SnCORSKI, Minnesota 
JIM BATES, California 
TERRY L. BRUCE, Illinoir 
MICKEY LELAND, Texas 
CARDISS COLLINS, Illinois 
RALPH M. HALL, Texas 
WAYNE DOWDY, Mississippi 
JOHN D. DINGELL, Michigan 
(Ex Officio) 



WAXMAN, California, Chairman 

EDWARD R MADIGAN, Illinois 
WILLIAM E DANNEMEYER, California 
BOB WHITTAKER, Kansas 
THOMAS J. TAUKE, Iowa 
DAN COATS, Indiana 
THOMAS J. BLILEY. Jr., Vireinia 
JACK HELDS, Texas 
NORMAN F. LENT, New York 
(Ex Officio) 



K\REN Nelson, Staff Director 
Peter Budetti, Counsel 
William V. Corr, Counsel 
Robert Adler, Counsel 
Edwin H. Allen, AssociaU Minority Counsel 
Ellen Riker, Minority Staff Associate 



(It) 



4 



CONTENTS 



Page 

Hearings held on: 

Aprils, 1987 1 

April 21, 1987 183 

May 4, 1987 331 

Testimony of: 

Benson, James S., Deputy Director, Center for Devices and Radiological 
Health, Food and Drug Administration, Department of Health and 

Human Services 384 

Brown, Judity, policy specialist, American Association of Retired Persons 215 

Burger, Clayt'^n I^ewis and Julia, Baltimore, MD 351 

Chadwick, Shei'a, Reston, VA 135 

Chan, Kwai-Cheung, Group Director, Program £^raluation and Methodolo- 
gy Division, General Accounting Office 365 

Chelinsky, Eleanor, Director, Program £^^aluation and Methodology Divi- 
sion, General Accounting Office 365 

Clark, Paul N., president. Pharmaceutical Products Division, Abbott Lab- 
oratories 291 

Cousan, Stephen Carl, public affairs coordinator. Parent Council for 

Growth Normality 140 

Eastman, H.C., Department of Economics, University of Toronto 321 

Ferguson, Stephen L., president, CFC, Inc 361 

Gordon, Benjamin, staff economist. National Council of Senior Citizens 234 

Gower, James M., vice president for marketing, Genetech, Inc 119 

Guildroy, Jack, member. National legislative Council, American Associa- 
tion of Retired Persons 215 

Hutton, William R., executive director. National Council of Senior Citi- 
zens 234 

Jackson, James and Tama Reasoner, Washington, DC 350 

Kerr, Robert B., San Gabriel, CA 18 

Morrison, James C, Deputy Director, Office of Drug Standards, Depart- 
ment of Health and Human Services 312 

MossinghofT, Gerald J., president, Pharmaceut.cal Manufacturers Asso- 
ciation 261 

Norris, John A., Deputy Commissioner, Food and Drug Administration, 

Department of Health and Human Services 312 

O'Neill, Donald E., executive /ice president, Warner-Lambert Co 289 

ShofT, president, Winthrop Pharmaceuticals, Sterling Drug, Inc 293 

Sodeman, Thomas, on behalf of College of American Pathologists 5 

Springer, JefT, Deputy General Counsel, Department of Health and 

Human Services 312 

Taylor, Pam, Millbury, Ohio 348 

Taylor, William N., student health center, Washington State University 

and also on behalf of American College of Sports Medicine 13 

Thompson, Tam, University of Texas 3 

Thompson, W. Leigh, vice president. Clinical Investigation and Regula- 
tory Affairs, Lilly Research, Eli Lilly & Co 123 

(III) 



ERLC 



IV 

Page 



Testimony of— Continued 

Todd, Terrv, professor of kinesiology, University of Texas 9 

Voy, Robeit, United States Olympic Committee 11 

Walters, Constance (video presentation) 354 

Watson, Douglas G., presidexit. Pharmaceuticals Division, CIBA-GEIGY 

Corp 284 

Wolfe, Sidney, director. Pubic Citizen Health Research Group 356 

Young, James, Sarasota, FL 388 

Material submitted for the record by: 

American Medical Association, statement 147 

Ares^rono, statement 159 

Health and the Environment Subcommittee, memorandum to Member? 

of the Subcommittee on Health ai 1 the Environment 336 

Kansas, University of. Medical Cen er, letters, April 14 and May 6, 1987 

to Subcommittee 170 

Nordisk-US A, statement 165 

Sikorski, Hon. Gerry, a Representative in Congress from the State of 

Minnesota, statement 391 

Virginia, University of. Children's Medical Center, Department of Pediat- 
rics, let+ers, April 13 and May 12, 1987 to Chairman Waxman 176 



ERLC 



6 



MEDICAL DEVICES AND DRUG ISSUES 
Illicit Diversion and Abuse of Human Growth 
Hcrmone 



WEDNESDAY, APRIL 8, 1987 

House of REPRESENTAnvES, 
Committee on Energy and Commerce, 
subcx)mmntee on health and the environment, 

Washington, DC. 

The subcommittee met, pursuant to notice, at 9:15 a.m., in room 
2218, Raybum House Office Building, Hon. Henry A. Waxman 
(chairman) presiding. 

Mr. Waxman. The meeting of the subcommittee will come to 
order. Today we will be considering the reed for legislation to con- 
trol potential abuses and ill^al diversion of human growth hor- 
mone. Human growth hormone, produced by using recombinant 
DNA technology, truly represents a modem scientific miracle. Chil- 
dren whose bodies do not produce sufficient growth hormone are 
known as pituitary dwarfes. In the past growth hormone from ca- 
davers greatly improved the growth-deficient child's prospects of 
attaining a more nearly normal adult height. Unfortunately, the 
supply was always limited, and in 1985 these children faced a ca- 
tastrophe when that natural source of the hormone was withdrawn 
after be:ng found to be contaminated with a deadly slow virus. 

In 1985, the Food & Drug Administration quicldy approved a ge- 
netically engineered human growth hormone which has restored 
hope to the families of these children. The use of genetic engineer- 
ing assured these families that the history of shortages would end 
forever. 

Unfortunately, as we will hear today, it appears that the poten- 
tially limitl^ supply of human growth hormone has brought with 
it the possibility of serious abuse. A growing number of physicians 
and public health specialists are concerned about the reported use 
0^ growth hormone by athletes. There is a genuine risk that gro'vth 
hormones will be soon used to treat obesity, to make tall children 
taller, to make normal children tall, and to slow the aging process, 
all without scientific evidence that the drug would be either safe or 
effective for such uses. 

Safety and effectiveness are the basic concerns of all of our laws 
regulating drugs. Once the FDA has approved a drug as safe and 
effective for a particular indication, medical practice generally de- 
termines whether the drug is used for other pu: poses. 

At this time artificially produced human grov^lh hormone has 
been approved by the FDA for one and only one use. That use is 

(1) 
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the long term treatment of children who have growth failure due 
to a latk of adequate growth hormone secretion by their own 
bodies. 

However, as we will hear this morning, human growth hormone 
presents unique pressures for diversion to other potentially danger- 
ous uses. 

Today phj^icians are being pressed to prescribe the drug for 
normal healthy children, who are simply somewhat short for their 
age They are also being pressured by parents to boost the height of 
children who are actually tall, in the hope of making them even 
taller. 

Equally ominous is the apparent development of a black market 
m human growth hormone outside of the control of physicians. It 
would be a terrible mistake to allow this drug to be abused in this 
way. 

Nothing we do should in any way hinder the appropriate use o* 
human growth hom.one, nor should we impede scientific research 
on the appropriateness of other uses. Children who meet the cur- 
rent indications should have full access to this wonderful sub- 
stance. 

A niwnber of physicians, including the Chief Medical Officer for 
the U.S. Olympic Committee, who will be with us this morning, 
have suggested placing this hormone in Schedule II of the Con- 
trolled Substances Act. Classification of artificial human growth 
hormone as a controlled substance would in no way limit the 
proper use of this drug, nor would it inhibit necessarv research. 

Some of today's witnesses have raised question^ about this ap- 
proach, and we certainly intend to listen to their concerns careful- 
13^ but we must also listen seriously and respond to the concerns of 
those who see this product being diverted to inappropriate and 
even potentially dangerous uses. 

I r^et that due to the Full Committee mark-up scheduled this 
morning, the subcommittee will adjourn this morning at approxi- 
2I00 ^r^?-?^.^ reconvene later this afternoon in room 

n building, at 2 0 clock, or following completion of the 
Full Committee agenda, so we will have to leave that on some kind 
of tentative basis as to when we will reconvene again. 

Our first witnesses this morning have been asked to help us un- 
derstand whether the current voluntary system , of distributing 
human growth hormone is adequate to prevent diversion and illicit 
use. 

Tam Thompson is an athlete from the University of Texas. Prof 
Terry Todd is an expert in the study of mechanics and anatomy in 
relation to human movement and athletic performance at the Uni- 
versity of Texas. He is a former power lifter. Robert Voy is a physi- 
who serves as a Director of Sports Medicine and Chief Medical 
Officer of the U.S. Olympics Committee. William Taylor is a physi- 
cian with the Student Health Service at Washington State Univer- 
sify. He has written widely on the subject of the use of drugs by 
athletes, including a recent book, ''Hormonal Manipulation: A New 
Era of Monstrous Athletes.'' Robert Kerr is a physician from San 
Oabnel, CA. Thomas Sodeman is a physician with the Department 
of Pathology at Texas Tech University. Dr. Sodeman is appearing 
on behalf of the College of American Pathologists. 



ERLC 



8 



3 



I would like to ask each of these individuals to come forward and 
take seats at our table. 

^Ve want to welcome you to our subcommittee hearing this morn- 
ing We appreciate your being here. We have prepared statements 
from you, and those prepared statements will be put in the record 
in full and complete. 

What we would like to ask each of you to do is to summarize for 
us the highlights of your views in no mor3 than 5 minutes. Please 
keep pretty close to the 5-minute time, so that we can complete the 
whole agenda and hear from the witnesses and have an opportuni- 
ty for questions and answers. 

We have a timer. When the bell rings, that will be an indication 
that the 5 minutes is up, so that we can keep track of the schedule 
for the hearing today. 

I want to ask Tam Thompson to start first, if you would. We ap- 
preciate your being here. I think it took a lot of courage for you to 
come today to talk about your personal drive and the temptation 
all athlete face, and what you see as the potential problems that 
we ought to deal with, tl :s drug. 

STATEMENTS OF TAM THOMPSON, UNIVERSITY OF TEXAS; 
THOMAS SODEMAN, ON BEHALF OF COLLEGE OF AMERICAN 
PATHOLOGISTS; TERRY TODD, PROFESSOR OF KINESIOLOGY, 
UNIVERSITY OF TEXAS; ROBERT VOY, IGNITED STATES OLYM- 
PIC COMMITTEE; WLLIAM N. TAYLOR, STUDENT HEALTH 
CENTER, WASHINGTON STATE UNIVERSITY AND ALSO ON 
BEHALF OF AMERICAN COLLEGE OF SPORTS MEDICINE; AND 
ROBERT B. KERR, SAN GABRIEL, CA 

Ms. Thompson* Well, I'm 28 years old. Fm a graduate student at 
the University of Texas, and a teaching assistant, first year mas- 
ter's in biomechanics. I have a Bachelor of Science Degree in Physi- 
cal Education. 

I have been lifting and running for about 9 years, and I started 
out as a long distance runner for the University of Houston. There 
was talk then, about 6 years ago, of steroids, and nobody really 
knew what they were, and they didn't know anything about growth 
hormone. I have been competing in power lifting A}h years. I went 
to my first meet, not having taken any drugs, got sixth place out of 
nine, and kind of succumbed to the notion that the other women 
beat me because they were taking drugs. People I trained with re- 
inforced that, so I figured I'd get on them, too. And after talcing 
steroids on and off foi 1% 5'ears, I figured that growth hormones 
sounded like a good deal, because supposedly the muscle gains that 
athletes make on growth hormone are permanent They don't wear 
off like they do with steroids. Any muscle tissue, supposedly, that 
you gain and supposedly there are these tremendous gains of 30 or 
40 pounds of muscle in 2 months or something like that, I wa^^ 
promised that this would be permanent. I was also told that there 
would be increased tendon and ligament strength. 

I was also told that if you are under the age of 23 or 25, you 
would gain an inch of height on this stuff, and I was about 23, 24 
at the time, and that was very attractive to me, being 5 feet 2 
inches. 
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So I went on the growth hormone. It was very easy ^o obtain. 
The people I trained with at the gym made it known to me that it 
was. available if I wanted it. The only problems that I ever had in 
obtaining it was that the man supplying it would run out of it, it 
went that quickly. There was a guy in Pasadena, TX selling it, and 
this was before the synthetic came out> this was the summer of 
1984, when it was the authentic growth !*ormone from cadavers. 
Since then I understand— I keep in touch with him— that he has 
the Somatatrophin and he can get a much larger supply. 

The only thing that held me back from takmg a whole lot of it 
was the price. It was approximately $80 a week cost for a 7-week 
cycle of it, about $560. I have seen other athletes go into debt to 
buy this stuff, because the people that sell it are very lenient about 
giving credit, they will mail it to you. They have mailing lists that 
they will send out to you through the mail and you can mail-order 
it, and you can have it Fedsral iiJxpressed. 

I had a young friend of mine who was 16 years old that played 
basketball for Deer Park. She was already 6 feet tall, but she 
wanted me to get her some, because she wanted to be a better bas- 
ketball player, and I have had a friend of mine had a male friend 
in Houston send her some steroids up to Dallas, unsolicited, and he 
just sent her a box of them and said here, why don't you take 
these. They'll make you a better power lifter. And she had enough 
sense to send them back, but sometimes you have those cases 
where even if the athlete isn't even soliciting drugs or isn't even 
looking for growth hormone or steroids, people will offer it to you if 
you're any good. You'll have these little sponsors that tend to 
spring un and they want to help you out, or sometimes they work 
like the narcotics pushers, I guess. They give you a little for free, 
and they get you hooked on the gains you're making. 

In the case of steroids, it's not addicting. You don't get addicted 
to it, but there is this ego thing that you see your ctrength rising, 
and you get bigger, and people tend to like that a lot, so they keep 
on using it. 

I used one cycle of it myself for 7 weeks, and I was told to eat as 
many calories as I could, because that would make a muscle gain. I 
was also told that it would run the fat percent down, and to a lot of 
women I have talked to, that's very attractive, running fat percent 
down. 

The thing also— there might have been a little twinge of con- 
science holding back some of the athletes, because the growth hor- 
mone that was the real thing from cadavers was in short supply, 
Jind we realized that a lot of children needed that, and that kind of 
tugged at me, but then after the synthetic came out, now there's 
nothing to hold them back, and there's no drug test that I know of 
for growth hormone, and athletes know this, that they can take it 
right up to a national or world competition and it won't be detect- 
ed, and they'll slide right through, unlike steroids. So there's really 
nothing to hold them back, other than cost now, and there are 
always those sponsors who are willing to buy you things. 
^ T have people who pay my airfare to national mee^s, and to go 
from paying airfare and hotel to buying you drugs is not that big a 
step. 
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Ther have also been some cases I know of, of bad stuff being 
sold lil one of my friends sold $1,500 worti: of distilled water to 
another one, and told him it was gTOwth hormone. The guy found 
out because he had it tested by the lab at Texas A&M. There's 
been those two instances of people dying from a bad lot. 

So the main problem I had with it was mainly the problem of 
comparison shopping, to find out where I could get the best price. I 
had a guy that would sell it to me for $80 a package in Pasadena, 
and then this one that offered to mail it to me from Bryan College 
Station for $70. So I bought it from him. It was mainly a matter of 
shopping around to find the right price. 

TTiat's about all I have to say. 

Mr. Waxman. Thank you very much. 

Dr. Sodeman, we will hear from you next. Would you pull the 
microphone over. 

STATEMENT OF THOMAS SODEMAN 

Mr. Sodeman. Mr. Chairman and Mr. Coats, my nnme is Thomas 
Sodeman. I am a board-ceitified pathologist and professor and 
chairman of the Department of Pathology and associate dean for 
clinical affairs at Texas Tech Univex-sity Medical School. 

I am appearing here today on behalf of the College of American 
Pathologists, a national medical specialty society, representing 
more than 10,000 pathologists who practice n'odicine in community 
hospitals, teaching hospitals, and reference laboratories. 

Tlie College of American Pathologists is pleased to present to the 
Health and Environmental Subcommittee its concerns for reasona- 
ble control of the new synthetically produced growth hormone. We 
support the proposed legislation to place growth hormone under 
Schedule 2 of the Controlled Substance Act. 

The College of American Pathologists has a long history of in- 
volvement with issues of pituitary growth hormone and the needs 
of children deficient in this important substance. 

Having first become involved in the collection of pituitaries at 
autopsies in the 1960s, the College in 1963 was instrumental in es- 
tablishing the national pituitary agency aided by a grant from the 
National Institutes of Health. The Collie has continued that early 
interest in growth hormone, encouraging pathologists to harvest pi- 
tuitaries at autopsies by setting on the board of the National Pitui- 
tary Program, and prior to the halt of the distribution of hormones, 
organizing a grass roots effort within the State legislatures that 
would facilitate the removal of pituitaries at autopsy. 

The need to continue to collect pituitaries at autopsies for fur- 
ther study in hormones still remains present. 

On the issue at hand today, the College's foremost concern is 
that growth hormone continues to be available for the approxi- 
mately 10,000 patients for whom it is medically necessary. 

The newly produced synthetic growth hormone will afford a 
greater opportunity to treat hormone deficiencies with less risk to 
the patient. Potential usefulness in treatment and other applica- 
tions such as burn patients, for wound healing, osteoporosis, de- 
layed puberty, aging, are now under study, and only continued con- 
trolled use will provide the necessary scientific information to 
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assure appropriate medical application, and to assure short and 
long term adverse effects. 

Unlimite<l and controlled distribution could lead to abuse of this 
very poweriul substance. The potential pressures that will be 
brought on practitioners with the release of this hormone by pa'-- 
ents who have short children will be tremendous. 

These parents may see a potential to adjust the normal, natural 
process of individual difference to fit their desire for a tall child. 

We cannot allow the social pressures to prematurdy release in 
ail uncontrolled manner this drag when there is insufficient scien- 
tific data to know what the long term consequences of use will be. 
Questions are not answered as to how this product will act on the 
normal population. A widely publicized statement that this is risk- 
free IS misleadmg. The risk of transmission of infection is eliminat- 
ed, but the risk to patients' natural well being is yet to be assessed. 

The College is concerned about the development of a black 
market availability of these drugs. While the social pressures of 
some parents may be strong, there is even a greater pressure 
among the junior and senior high school children. 

We already see among this group the abuse of the anabolic ster- 
oids in an effort to develop muscle mass and size. The ability to 
substantially change one's physical appearance in what is per- 
ceived as a positive manner in as little as 8 to 16 weeks has 
brought anabolic steroids into the black market and into the hands 
of children. 

Efforts to explain the long-term effects of increased cardiac dis- 
ease and sterility have gone unhe{»ded. The availability of growth 
hormone, which would have a more lasting effect and potentially a 
more dramatic effect, will certainly lead to abuse. 

The drug program that I run at Lubbock, TX on both junior high 
and high school students an on athletes at Tp^as Tech University 
greatly concern me, because of our inability to test for this particu- 
lar agent. 

Of equal concern for abuse is the use of growth hormones by ath- 
letes. A massive national prc^am is developing to control steroid 
abuse and similar drugs by competitive athletes because of the 
unfair advantage that these drugs provide. The tremendous peer 
pressure to win, and the potentisd economic pressures to win have 
resulted in a national problem. 

Grovi^h hormone is among those drugs that are banned, and the 
potential damage to the young athlete by abuse of growth hormone 
IS unknown. 

Inclusion in Schedule 2 is essential to control the access of 
growth hormone into the athletic drug black market. 

While the college members have addressed methods to monitor 
the presence of drugs of abuse, steroids and growth hormones 
present difficult testing problems. Testing of anabolic steroids is 
limited to less than a half dozen laboratories in this country. Insuf- 
ficient research is available for some of these steroids and anabolic 
hormones io distinguish between natural levels and levels obtained 
in abuse cases. The cost of developing more and better testing pro- 
cedures and to eguip laboratories for such testing is astronom^al. 

While testing is readily available for growth hormone, there is 
insufficient data for normal variation of growth hormone to assure 
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detection of abuse, and the half-life is too short for adequate moni- 
toring. 

In summary, the College of American Pathologists supports the 
development of controls on growth hormone to prevent inappropri- 
ate, insufficiently tested applications. We agree that such a move 
reflects a responsible attitude, while medical scientists continue to 
unravel the key to its potential use. 

Abuse of this hormone is potentially great, and every attempt 
should be made to avoid a similar inappropriate and dangerous use 
of this hormone as has >3d with anabolic steroids. 

Thank you, Mr. Chain.-. . 

[Mr. Sodeman's prepared statement follows:] 

SXATEK iNT OF THE COLLEGE OF AMERICAN PATHOLOGISTS 

Mr. Chairman ^id memberfi of the subcommittee, my name is Thomas Sodeman, 
MD. I am a bourd*certified pathologist and professor and chairman of the Depart- 
ment of Pathology and Assistant Dean for Clinical Affairs at the Texas Tech Uni- 
versity Medical School Health Scierces Center. I am appearing today on behalf of 
the College of American Pathologists, a national medical specialty bociety represent- 
ing more than 10,000 pathologists who practice medicine in community and teach- 
ing hospitals and in independent laboratories. 

The Collie of American Pathologists, is pleased to present to the Health and En- 
vironment Subcommittee its concerns for reasonable control of the new synthetical- 
ly produced growth hormone. W*e support the proposed legislation to place growth 
hormone under Schedule U of the Controlled Substance Act. 

The College of American Pathologists has a long history of involvement with the 
issue of pituitary growth hormone and the needs of children deficient in this impor- 
tant substance. The College first became involved in collecting pituitaries at autopsy 
for growth hormone in the early sixties when the parent of a growth-deficient child 
askeid the College for help in collecting glands. At the time, there were pathologists 
collecting pituitaries for groups of other physicians, and it became obvious that 
these scattered collection programs needed to be focused and organized nationally. 
The College, in 1963, was instrumental in establishing the National Pituitary 
Agency— now the National Hormone and Pituitary Program— aided by a grant from 
the National Institutes of Health. 

The Collie has continued that early interest in growth hormone collection; en* 
couraging pathologists to collect pituitaries; sitting on the Board of the National 
Hormone and Pituitary Program; a:id, prior to the halt of distribution of the natu- 
ral hormone, organizing a grassroots effort on the State level to enact legislation 
that would facilitate the removal of pituitaries at autopsy. 

In March of 1985, the Federal Government took the precaution of halting the dis- 
tribution of pituitary growth hormone after a rare disease, Creutzfeld-Jacob Disease, 
was associated with three deaths in recipients of the hormone. In the fall of 1985, 
the FDA approved the genetically engineered growth hormone and, in doing so, as- 
sured that growth-deficient children would finally have an adequate supply and a 
chance to develop normal grcvth. 

While the synthetic growth hormone is indeed a blessing for those children, we at 
the College believe that the care that has been given to this issue must continue 
because of the potential for abuse and insufficiently tested applications of growth 
hormone. In addition, there still remains a need to collect pituitaries at autopsy 
since the research needs are not limited to growth hormone. Considerable endocrin- 
ologic research is underway: only 20 percent of the glycoproteins in the pituitary 
have been identified, leaving another 80 percent of unexplored territory. 

On the issue at hand today, the control of untested and potentially dangerous ap- 
plications of synthetic growth hormone for such various uses as dieting, athletic 
training, and a myriad of other applications, we believe that the scientific evidence 
is not yet available to safely suggest such experimentation prior to coatroUed stud* 
ies. 

The College's foremost concern is that growth hormone continues t<> be available 
to those approximately 10,000 patients for whom it is medically ntcesaary. The 
newly produced synthetic growth hormone will afford a greater opporti nity to treat 
hormone deficiencies with less risk to patients. 
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The potential usefulness in treatment of other applications such as bum patients 
to help wound healing, osteoporosis, delaved paberty, and aging are under study. 
Only continued controlled use will provide the necessary scientific information to 
assure appropriate medical applications and to assess short or long term adverse ef- 
fects. 



PARENTAL PRESSURES ON MEDICAL PRAOTmONERS 

Unlimited and uncontrolled distribution could lead to abuse of this powerful sub- 
stance. The potential pressures that will be brought to bear on the medical practi- 
tioner with release of a readily available supply of growth hormone will be tremen- 
dous. Parents who have short children may see a potential to adjust the normal nat- 
ural process of individual difference to fit their specific desire for a tall child. In 
addition, the medical profession clearly recognizes a group of children who produce 
insutticien-; quantitied of growth hormone but are not growth hormone deficient. 
This ares is a medical "gray zone" that still requires medical judgment. There is no 
set rule t\ut easily distinguishes these borderline children from those who naturally 
produce lower amounts of hormone and are shorter. In the past, there was insuffi- 
cient naturallv produced growth hormone to provide to these children. Social pres- 
sure^ are likely to bring some of these parents to potential sources of the hormone. 

V can not allow social pressures to prematurely release in an uncontrolled 
ma.. tier this drug when there is insufficient scientific data to know the long term 
conseouences of use in a borderline population. Questions are not answered as to 
how the products will act in a normfid population. The widely publicized statement 
that these are "free of risk" is misleading. The risk of transmission of infection is 
eliminated; the nsk to patients natural well being is yet to be determined. 

The Collie is concerned about the development of a black market availability of 
these drugs. While the social pressures on some parents may be strong, there is 
even greater peer pressure among junior and senioi high school children. We al- 
ready see among this group the abuse of anabolic steroids in a effort to develop 
muscle mass and size. The ability to substantially change one'u physical appearance, 
in what is perceived as a positive manner, in as little as 8 to 16 weeks has brought 
anabolic steroids to the black market and into the hands of children. Efforts to ex- 
plain thelong term effects of increased cardiac disease and sterility have gone un- 
heeded. The availability of growth hormone which would have a more lasting effect 
and potentially a more dramatic effect will make the potential for abuse even great- 



ABUSE BY ATHLETES 

Of equal concern for abuse is the use of growth hormone by athletes. A massive 
national program is developing to control abuse of steroids and similar dnigs by 
competitive athletes. The unfair advantage provided by those drugs is stimulated by 
the tremendous peer group pressure to win and the potential economic gains of win- 
ning. This is a national problem. Growth hormone is among the drugs that are 
banned. The wtential damage to young athletes by abiise of growth hormone is un- 
known. The advantage to the athlete in terms of increased muscle mass and muscle 
fiber size, the anabohc effect on protein and stimulation of fat tilization in prefer- 
ence to protein, all are productive to athletic performance. Inclusion in Schedule II 
IS essential to controlling access of growth hormone into the athletic 4rug black 
market. 



OTHER APPUCATIONS 

Another potential use of growth hormone is for weight control. Growth hormone 
may provide a basis to preserve protein (muscle mass) during weight loss. It is 
known in this area, and abuse of growth hormone as part of a diet program could be 
significant. 



LACK OF MONrrORING 

The use of this hormone by physicians in patients with medical indications is 
closely monitored: patients are checked for bone growth on a regular basis. Because 
of the diabetogenic actions, patients are followed for hyperglycemia and ketosis. As 
a replacement for those patients who do not have growth hormone, complications 
are uncommon. 

The potential for serious harm in an uncontrolled abuse situation is great. For 
those who wish to supplement normal levels, we are less certain as to the side ef- 
fects or the length of time before complications may be manifest. Our knowledge is 
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limited mostly to patients who have growth hormone secreting tumors. Excessive 
bone growth and bone distortion^ sweatings joint problems, muscle pains, cardiovas- 
cular and diabetic problems have all been reported. 

TESTING PROBLEMS 

While the College members have addressed methods to monitor the presence of 
drugs of E^use, steroids and growth hormone present difficult testing problems. 
Testing of anabolic steroids is limited to a half dozen laboratories in this country. 
Insufficient research is available for some of these steroids to distingiiish between 
natural levels and levels obtained in abuse cases. The cost of developing more and 
better testing proceduk-es and to equip laboratories for such testing is as' ronomical. 
While testing is readily available for growth hormone, there is insufficient data of 
the normal variation of growth hormone to assure detection of abuse. The produc- 
tion of growth hormone identical to natural hormone will not permit separation in 
the testing process. Ideally, an inert marker on the synthetic product could permit 
testing that would distinguish e^use from natural production. In the absence of 
such a market, laboratories will be severely limited in their abilities to detect abus- 
ers. 

SUMMARY 

The College of American Pathologists supports the development of controls on 
growth hormone to prevent inappropriate and insufficiently tested applications. We 
agree that such a move reflects a responsible attitude while medical scientists con- 
tinue to unravel the keys to its potential use. Abuse of this hormone is potentially 
great, and every attempt should be made to avoid a similar inappropriate and dan- 
gerous use of this hormone as has developed with anabolic steroids. 

Mr. Waxman. Thank you very much, Dr. Sodeman. 
Dr. Todd, we will hear from you next. 

STATEMENT OF TERRY TODD 

Mr. Todd. Mr. Chairman and Mr. Coats, I am here to speak in 
support of the control of this substance. I began to take anabolic 
steroids myself 25 years ago. At that time, they were new, and they 
were used only by elite athletes, just a handful of elite athletes. 
Now they are used by hundreds of thousands of people, millions 
probably, most of whom are neither elite athletes or athletes at all, 
unless you consider recreational weight training athletics. 

A recent report, for instance, revealed that in one high school in 
Florida, 65 percent of the male students were using anabolic ster- 
oids in hopes of turning themselves into some facsimile of Rambo 
or Schwartzen^ger or some such superhero. 

Steroids are, to be sure, still used by athletes, and their use is so 
widespread in certain sports, especially at the top levels, that it 
poses a major threat to heal* h, as well as to fair play. 

It has been over 20 years sinc5 1 used steroids, but during that 20 
years I have watched their use very closely, and this use has in- 
creased so dramatically that I have begun to speak out against 
them, and I do believe that had these drugs been classified as con- 
trolled substances 25 years ago, just after they were developed, it is 
a virtual certainty that some of the physiological zrA psychological 
that these drugs have caused would never have happened. 

The story of steroids is a very sad story, but perhaps it can serve 
us as a cautionary tale where growth hormone is concerned. In the 
1960's, hearings very much like this 1 were held about steroids, but 
nothing was done. Nothing was done. 

I think that in the case of HGH, it is critical that we move as 
quickly as possible to impose some sort of control, because it seems 
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clear that there are many more potential problems with HGH than 
we^j^ave seen already develop with steroids, and J don't say that 

And in case if anyone wonders if athletes will take HGH once 
the market economics brings the price of synthetic HGH down and 
once they are much more available, I think all you have to do is 
realize that two studies have been done, one on a group of runners, 
one on a group of lifters, and in both cases these people were asked 
If they would take a certain substance, unnamed, that wouJd make 
them a national or world or Olympic champion but would also kill 
them within 1 year, over 50 percer.t of the athletes in each group— 
m each group, and these were not absolute world class people- 
over 50 percent said they would be willing to die in order to 
achieve that athletic prominence. 

No growth hormone itself is much, much more recent in origin 
as far as -ts use by athletes is concerned. The early to the mid- 
1370 s is really when it began, and it's real use only began to ex- 
plode m the early 1980's. The most dramatic example, I suppose, 
that 1 came across m the many, many interviews IVe done about 
this IS that one man told me that in his area of the country, which 
^ a relatively isolated area, not very much population, there were 
bO people m that area that were taking the growth homioue, and 
th^y were just football players, 60 football players, either college, 

Jt' Po^i^o*^ people were using the huaran growth hoimone. 

There is no question in my mind that if HGH does prove, as we 
luiow more and more about it, to be strongly anabolic, to be a 
strong muscle-building drug or substance, then their use will in- 
crease m the future, and it will increase enormously. It's a very 
short hop from H.G. Wells to HGH. 

But what about the potential impact on HGH on fields other 
than sports, which perhaps is even more important? What about 
all the people in the world who would just like their children to be 
a few inches taller? What about this sort of cosmetic endocrinolo- 
gy? 

Study after study has shown that height is an advantage both so- 
cially and economically. One study said each inch was worth $400. 
Another study found that when people chose between equally 
qiMlified candidates for a job, one tall, one short, the taller candi- 
date was preferred by 72 percent of the people, the shoiter candi- 
date by only 1 percent. The other 27 percent had no preference. 
«Tx. language reflects this sort of preference. We speak of, 

Its mighty big of you." People are "small minded." We "look up" 
to people and so on. 

The hard question is this: Should we make this drug only avail- 
able to those like growth hormone deficient children, who need it 
really to overcome a disability, or should we also make it available 
to those who want it, so they can c^vercome their perceived relative 
disadvantage? 

We need to decide, for instance, is giving GH to a child to make 
him 6 feet 2 inches instead of 5 feet 9 inches any different than 
tilting him with braces? A researcher in England says that he 
thmks very soon it will be as common as orthodontia. 

But are we really prepared for a oociety in which the height dif- 
ference between rich and poor wlli be dramatically evident— rich 
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and poor people, rich and poor classes in any country, anH the dif- 
ference between rich and poor countries altogether. 

But leaving aside the height question for just a moment, what 
about the use of HGH as a reducing aid? Studies suggest that it is 
only a matter of time before procedures are worked out that will 
ensiAe a person to become and remain relatively lean and fat-free 
by taking growth hormone. Can anyone even imagine the implica- 
tions of this? The question has to be asked: Would people with 
access to such a wonder drug even bother to exercise? And if the 
answer is no, what effect would this have on our Nation's cardio- 
vascular health and on health care costs. 

These questions are so complex and important that we should be 
very careful as we decided whether this powerful substance should 
continue to be available to any doctor who is now willing to pre- 
scribe it, as is now the case. 

This is the first synthetic hormone to tempt us to improve on 
human nature. We have moved past life in the fast lane, and now 
weVe in the Faust lane, and we need to be aware of the Mephisto- 
phelian consequences of our decision or our indecision. We need to 
be aware that if the story of steroids and HGH in athletics tells us 
anything, it tells that people are not only willing, they are anxious 
to swallow or inject substances that will change their appearance. 
We need to be aware that we may soon, to our sorrow, learn the 
ansv/er to that question posed years ago by William Butler Yeats: 
"AlJ what rough beast, it's hour come round at last, slouches 
toward BethleV jm to be born?" 

Mr. Waxman. Thank you very much, Mr. Todd. 

Dr. Voy? 

STATEMENT OF ROBERT VOY 

Mr. Voy. Mr. Chairman, my name is Robert Voy. I am chief 
medical officer and direc '^r of sports medicine and science at the 
U.S. Olympic Committee, ai ^ r^iy offices are located at the U.S. 
Olympic Training Center in Colorado Springs. 

I am here to present the current United States Olympic Commit- 
tee policies regarding the abuse of growth hormone, whether it is 
human, animal, or synthetic. 

For the past year, the U.S. Olympic Committee has been aware 
of the increasing abuse of this substance, particularly by athletes 
in power sports such as weightlifting, heavyweight wrestling, judo, 
and the field and track events. 

These policies were expressed to the Scientific Affairs Committee 
of the AMA at its 1986 annual meeting, with the recommendation 
to place growth hormone under the Federal Controlled Substance 
Act as a Class 2 controlled substance. Thus far, the AMA has not 
ruled on this request. 

In the last few months, the USOC Substance Abuse Research 
and Education Committee, through its athlete contacts and reports 
from its National Drug Control Hotline, has become increasingly 
concerned about the improper use of this substance by athletes. In 
fact, the committee will meet this weekend in Houston, TX to fur- 
ther discuss and consid r solutions to this very complex problem. 
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Unlike other drugs considered to enhance athletic performance, 
the use of which is controlled by drug testing, which we've had a 
great deal of experience in, no urinalysis test at present exists for 
the detection of human or synthetic growth hormone. Nonetheless 
and notwithstanding the lack thereof, the U.S. Olympic Committee 
is cottvinced that this substance will become increasingly abused in 
sport. The U.S. Olympic Committee therefore established policy 
which states: 

"That the use of growth hormone is prohibited, and any evidence 
confirming use will be cause for punitive action, comparable to 
that for using a banned substan^*^— that is, immediate Joss of eligi- 
bility by the national governing body for the sport and suspension 
from the ll.S. Olympic Committee-sponsored activities for a mini- 
mum of 6 months from the date of specimen collection. Further, if 
found positive a second time, the athlete will be disqualified by the 
n&tional governing body action for not less than 4 years." 

It is important to note that the United States Olympic Commit- 
tee policy states in addition that any person, whether that be phy- 
sicia^i, coach, trainer or whomever, shown to have aided or abetted 
the offense causing an athlete's qualification shall be suspended 
from all national governing body and U.S. Olympic Committee pro- 
grams for not less than the period of the athlete's disqualification. 

Now the adverse effects, health effects of growth hormone use 
are many and have been well documented. Not only does growth 
hormone cause muscle growth, but it also causes other body tissues 
to grow likewise. For example, there is an increase in skm thick- 
ness, increase in internal organ size, bones and facial features. It 
also increases laxity of muscles and decreases the protective fat 
surrounding the abdominal organs, making this a difficult situation 
and a risk in athletes in contact sports. 

When present in excess of normal levels, it causes the disease, 
acromegaly, which consists of changes in the head p.nd skull, en- 
largement of the fingers, ears, nose and toea, diabetei?, heart dis- 
ease, thyroid disease, menstrual disorders, decree?^ in sexual 
desire, impotence, and shortened lifespan— all well documented. 

To my knowledge, no statistical evidence exists as to the inci- 
dence of growth hormone use amongst athletes. The United States 
Olympic Committee does, however, log firsthand information from 
athletes throu^^'i its National Drug Control Hotline. I can therefore 
safely state, based on documented phone conversations, that since 
the marketing of synthetic growth hormone, an alarming increase 
in the number of inquiries have been recorded. From the majority 
of these discussions, it is apparent that athletes ar^ be-ng led to be- 
li^ ve that the usi^ of growth hormone is infinitely safer healthwise 
than taking anabolic steroids. 

Now there is no scientific basis for this claim. Yet this myth has 
clearly created a tremendous interest and experimentation in the 
improper use of this drug. Thus far, most information indicates 
that the black market provides the major source of synthetic 
growth hormone. We have not determined, however, whether this 
emanates from offshore or domestic manufacturers. Accordingly, 
recent athlete information indicates that domestic products aie 
indeed available. 
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The concern is, therefore, that synthetic growth hormone, be- 
cause of Its availability and perceived safety, will be used as an al- 
ternative to anabolic steroids. 

Recently, Mr. Chairman, I spoke to over 2,500 high school stu- 
dents m aii unmentioned State of your liking. 

Mr. Waxman. It must be Indiana. 

Mr. VoY. Particularly on this subject of anabolic steroid and sub- 
stance abuse m general amongst athletes and high school students. 
1 was surprised and dismayed at the many questions I received re- 
garding growth hormone use. Heretofore, I had not experienced 
such mterest, and particularly at this level of youth, in any other 
substance. 

Growuh hormone abuse in sport is certainly a health risk and 
constitut^, m our opinion, cheating in sport. The United States 
Olympic Committee is committed to guaranteeing fair competition 
m sport and protection of the health and welfare of our youth. 

As chief medical officer of the U.S. Olympic Committee, I submit 
this statement before your committee and request that at least a 
convening of a blue ribbon committee of experts be done to investi- 
gate this situation and consider strongly placing this substance 
under the Federal Controlled Substance Act as a Class 2 Schedule 
controlled substance. 

Thank you. 

Mr. Waxman. Thank you very much, Mr. Voy. Next is Dr. 
Taylor. 

STATEMENT OF WILLIAM N. TAYLOR 
u Mr. Taylor. Mr. Chairman, I am William Taylor, M.D., student 
health physician at Washingto:: State University. I am also media 
spokesperson for the American College of Sporta Medicine on their 
recent position paper for human growth hormone use and abuse in 
athletics. 

Recently, the AMA did need to consider reclassifying human 
growth hormone as a Class 2 substance. Although the-' have not to- 
taihr acted, some statements from a recent document that is enti- 
jJ^^ ^PV^^ Athletes: Anabolic Steroids and Human 

Growth Hormone. Report of the Council on Scientific Affairs, Res- 
olution 57 and A-86, 1986. 

Human growth hormone has a clear-cut application in growth 
hOTTOone deficiency and other legitimate investigational uses, and 
also has great potential for misuse. 

Another statement from this paper goes to the following: In- 
creased availability; i.e., unlimited quantities of human growth hor- 
mone for other legitimate uses presumably would increase accessi- 
bility for illicit use. 

My work with human growth hormone was really a serendipi- 
tous start. In 1981, I was studying the effects of anabolic steroids 
on self-using athletes, the black market, and other parameters 
dealing with this subject, ^n 1981 I discovered human growth hor- 
mone, the extracted version, being used and abused by athletes in a 
Florida health club. Vials with accompanying package literature 
were witnessed by me. The athletes wanted to know exactly what 
the package literature meant. 
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Athletes claimed a non-medical source for the drug. By the 
spring of 1982, 1 attempted to define the diversion of this particular 
product. At that time I was taught that the only way that you 
could get human growth hormone was through hospitalization, pro- 
vocative studies for a slow growing child to see whether there was 
a growth hormone deficiency or not; X-ray studies, and entire hos- 
pital course and records sent with a prescription, written prescrip- 
tion to either the National Pituitary Program or two private com- 
panies. 

From that point, the boards of those companies would decide 
whether or not there was an actual need; then the hormone would 
be shipped to either the pharmacy or to a physician that was ad- 
ministering the growth hormone for a child. 

fh that is a very, very strict measure, and I wondered why 
growth hormone was being black marketed. There seemed to be no 
way. That was a very strict control measure. 

I attempted to find out what the diversion was like. I sent bogus 
prescriptions as a medical intern for human growth hormone to 
the National Hormone and Pituitary Association and two private 
companies which supplied the growth hormone. Boxes of the 
growth hormone came on a monthly beisis from the private compa- 
nies. I destroyed the growth hormone and refused further sWp- 
ments. These shipments came directly to my home, and I was only 
a first year medical resident, not even a licensed physician. 

Spring of 1982, I witnessed selling of human growth hormone, 
transactions among athletes and black market suppliers including 
mail order forms. I witnessed athletes self-using human growth 
hormone along with anabolic steroids by illegal diversion. 

In May of 1982, I reported the use of human growth hormone to 
the American College of Sports Medicine at its national convention 
in Minneapolis. 

In June of 1982, I wrote about human growth hormone abuse in 
athletics in my book, "Anabolic Steroids and the Athlete," and a 
complete chapter was on this subject. 

In 1983, I began to receive letters, phone calls, visits from ath- 
letes including Olympic and professional athletes who were self- 
using human growth hormone obtained from the black market. 
They sought advice on how to use it. They also requested prescrip- 
tions for human growth hormone. 

Also in 1983 I began receiving letters and phone calls and visits 
from parents requesting the following: (A) For me to prescribe 
growth hormone to their adolescents for the purpose of increased 
heighth and athletic potential. (B) For advice on how much black 
maiket growth hormone to give their children. They had already 
obtained a supply of growth hormone, and they wanted to make 
their son or daughter a blue chipper in athletics. 

I received and witnessed human growth hormone listed on black 
market mail order forms, directed at young athletes. I have written 
about human growth hormone and its abuse, and methods for con- 
trol of the hormone in over a hundred medical, non-medical, and 
lay publications. 

Spring of 1984, I attended private meetings and heard testimony 
from an Olympic coach who claimed: "From 30 to 50 percent of my 
U.S. Olympic athletes, both men and women, are using growth hor- 
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mone because they think it works and because it is not detectable. 
1 am also concerned about their health." 

cilL^? 5- ^ presented a paper at the American College of 
bports Medicme on the abuse of growth hormone by athletes? the 
trofled'sStaSe'"*^' recommendation to reclassify it as a con- 

•J"a5I*^^ °^ P^^' '"ore media: The NBC nightly news; Ster- 
oid Abuse and Growth Hormone Abuse. 

"Hormonal Manipula- 
tion, which clearly outlined the abuse potential and the use of 
human gro\vth hormone by athletes. This book discussed the black 
market network, suggests for reclassification of human growth hor- 
nnone as a Schedule U drug under the Federal Controlled Sub- 
stance Act. 

ti3P«in?^?5 ^ Pfsejited a paper at the University of Texas enti- 
Jn 1 S?^j^^J'^* ""'"^ Growth Hormone Administration 

m Normal Children m a day-long meeting sponsored by the Uni- 

IfM^L potential of growth hormones by 

athletes and adolescent athletes. 
Leading pediatric endocrinologists and sports medicine physi- 

ti^o^J^?^ l"^^.^' 'iebate about how to control, 

this particular subject arose. 

June 1986, 1 printed testimony to the AMA House of Delegates 
Reference Committee E to support the proposal to recl^ify 
human growth hormone in a Qass II of the Federal Substance Con- 
trol Act. 

October 1986, 2 years after the growth hormone is removed from 
the market because of slow virus disease, I presented testimony as 
^aw^ ^j"" ^^^.I^^ against a black market steroid 

n^l Florida. A significant supply, over 100 vials of Cres 
Cormon, the extracted version of growth hormone, was seized by 
pohce and was part of the court record. 

«iJA^ Mr*^^ for steroids and growth hormone is part of a 

agents" ^"""a^ black market that is estimated by Federal 

In March of 1987, I witnessed black market source for synthetic 
SS^i^'u^'iu °i ^"'^'^ an athlete. This particular vial 
looked to be the true Protropin, with the lot number etched off of 
the vial. The athlete claimed that the lot number would be traced 
back and that he would be in major trouble if the lot number on 
this particular vial was recorded. 

Ane^otal claims by athletes today are prevalent about the syn- 
thetic Protropin on the black market. 

I think, in summary, it is better to study all of the ramifications 
ot growth hormone in a controlled setting versus self-use and social 
experimentation, which is what is the case with steroids. 
• Jf ^"**^^* anyone to fully access the steroid charisma that 
18 afflicting our youth, and the emphasis on body image that is af- 
flicting our youth. I support with all my efforts, courage and heart 
tne prop(wal to place human growth hormone jnio the Class n sub- 
stance. I do not see any other mechanism that I feel that will work 
at this time. Thank you. 

[The prepared statement of Dr. Taylor follows:] 
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Statement of Wiluam N. Taylor 



INTRODUCTION 



Human growth hormone has a clear therapeutic application in growth hormone 
deficiency and other legitimate investigatiomu uses, and also has great potential for 
misuse. (1) The agent has wide abuse potential, particularly if pharmacologic bene- 
fits are shown to result from use in normal athletes (1-10) and in adolescents wish- 
ing for additional height gains for athletic or other purposes. (2-10) 

Diversion of human growth hormone to the well-developed athletic black market 
is significant^ (2-11), even though relatively strict format existed for its distribution. 
This format included the following: 

(a) proof of need by clinical documentation to include provocative diagnostic stud- 
ies during hospitalization, radiographic studies and clinical evaluation for children 
with growth hormone deficienc>-; 

(b) a written prescription accompanying the clinical proof of need provided in (a) 
above. 

Methods to control general prescription drugs with "wide abuse potential" by al- 
lowing for pharmaceutical companies to restrict their distribution in some manner 
have failed to date. When widespread abuse or abuse potential for a general pre- 
scription drug has been identifiea, appropriate control mechanisms have usually in- 
cluded reclassifying the drug within the Federal Control Substance Act Amphet- 
amines and tranouilizers, once general prescription drugs, are now controlled sub> 
stances due to wiae spread e^use and abuse potentials. (11) 

Currently, the particulars of the diagnosis and treatment of growth hormone defi- 
ciency and relative growth hormone deficiencv are points of debate among pediatric 
endocrinologists. And, years of investigational research are required to fully define 
the effectiveness and safety of human growth hormone in other illnesses. Specifical- 
ly controlling the distribution of human growth hormone for Intimate uses and 
further investigational work would not be hampered by reclassifying it as controlled 
substance. It is the best method for preventing abuse by medical and nonmedical 
individuals. 

It is my recommendation, supported by my testimony (summary to follow), that 
human growth hormone (all types) be reclassified in Class II of the Federal Control 
Substance Act 

Current AMA recommendations are being developed from the following recom- 
mendations for regulatory actions for synthetic aiiabolic-androgenic steroids and 
human growth hormone. (1) The AMA should continue to endorse current activities 
of the fDA, FBI, and DOJ directed toward curbing illegal distribution of these 
drugs. If these efforts are ineffective, the AMA should uiideruJce a study of alter- 
nate methods of monitoring and limiting distribution. (1) 

The use of HGH in normal children is an ethical problem of far-reaching propor- 
tions. (1) Increased availability (unlimited quantities) of HGH for other legitimate 
uses presumably would increase accessibility for illicit use. (1) 



1981—1 discovered growth hormone (extracted) use/abuse by athletes in a Florida 
health club; vials with accompanying package literature were witnessed. Athletes 
claimed a nonmedical source for the drug. 

Spring 1982—1 attempted to define the diversion of HGH. I sent bogus prescrip- 
tions for HGH to the National Hormone and Pituitary program (NHPP) and two 
private companies (Serono and Pharmacia) supplying the hormone. Boxes of HGH 
came on monthly schedules from both private companies. I destroyed the growth 
hormone and refused further shipments. These shipments came directly to my 
home. I was a first-year medical resident. 

Spring 1982—1 witnessed HGH selling ti-ansactions among athletes and black 
market suppliers, including mail orders. I witnessed athletes self-using HGH along 
with anabolic steroids obtained by illegal diversion. 

May 1982—1 reported HGH use by athletes from black market sources at the 
American Collie of Sports Medicine annual meeting in Minneapolis, MN. 

June 1982—1 wrote about abuse of HGH by athletes and adolescents striving for 
athletic success in a chapter in my first book Anabolic Steroids and the Athlete. 

1983—1 received letters, phone calls and visits fiOm athletes, includmg Olympic 
and professional athletes, who were self-using HGH obtained from the black 
market. They usually sought advice on how to use it. Some requested prescriptions 
for HGH. 

I received letters, phone calls and visits from parents requesting: 
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(a) for me to prescribe HGH to their adolescents for the purpose of increased 
height and athletic potential; 

(b) advice on how much black market HGH (they had obtained a supply) to rive 
their adolescent athletic children. 

I received and witnessed HGH listed on black market mail-order materials direct 
ed at young attJetes. 

methods for control of the hormone in over 
luu meaical, nonmedical and lay publications and newspapers. 

Spring 1984--I attended private meetings and heard testimony from an Olympic 
coach who claimed, "from 30-50 percent of my 1984 Olympic athletes (men and 
women) are using HGH because they think it works and it is not detectable-I am 
concerned about their health.'' 

May 1984-1 presented a paper to the American College of Sports Medicine on 
growth hormone use and abuse by athletes, black market sources and recommenda- 
tions to reclassify it as a controlled substance. 

May 1985-1 appeared on NBC Nightly Neufs and reported abuse of HGH among 
athletes usmg anabolic steroids. 

June 1985— I wrote my second book on anabolic and growth hormone abuse enti- 
Hnu ['^'^^ Afani/ju/a/wn.- A New Era of Monstrous Athletes. The book discussed 
SSt! the black market network for the hormone and suggests reclassifyine 

HGH as a Class II drug in the Federal Controlled Substance Act. 

Apnl 1986-1 printed a paper entitled: "The case against HGH administration 
to normal chUdren at a day-long meeting sponsored by the University of Texas dis- 
cussing the abuse potential of HGH by athletes and adolescent athletes. Leading pe- 
il?;^^ff"?*^^ ^P^^ medicine physicians presented papers. The 

McNeilUhrer Report televised portions of the meeting. A debate about reclassifying 
tvjtti as a controlled substance arose. 

June 1986-1 presented testimony to the AMA House of Delegates Reference Com- 
mittee E to support the proposal to reclassify HGH into Qass H of the Federal Con- 
trolled Substance Act. 

October 1986— I presented testimony as an expert witness for the FDA against a 
black market anabolic hormone dealer in Florida. A significant supply of HGH was 
seized by police. (11) 

March 1987—1 have witnessed a black market source for synthetic HGH (Protro- 
pin«) and use by an athlete. Anecdotal claims by athletes are prevalent. 
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Mr. Waxman. Thank you very much, Dr. Taylor 
Dr. Kerr. 
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STATEMENT OF ROBERT B. XERR 

Mr. Kerr. Thank you, Mr. Chairman. 

Today I would like to give you some background data on growth 
hormone today, particularly its illegal distribution and use. Human 
growth hormone was foimd to have anabolic, or strength-enhancing 
qualities a few years prior to the 1984 oljrmpic games. Eastern Eu- 
ropean block countries probably were the first to use this drug to 
enhance athletic qualities. 

In 1982, an executive of the Kabi Corporation, the manufacturers 
of the human growth hormone Cres Gorman, told me that to his 
kiiowle^e, 100 percent of the human growth hormone being im- 
ported into East Germany was being used by athletes. To his 
knowledge, he said: "Not a drop was being used in needy children." 

Bodybuilders in the United States and Canada were probably the 
first of our athletes to use growth hormone, as it was being sold 
rather extensively at that time on the black market; but human 
growth hormone at that time had a competitor that was being sold 
just as extensively, and that was a monkey growth hormone. The 
product was being processed in this country by marginal laborato- 
ries, and was promoted to bodybuilders and weight lifters as gorilla 
hormone. 

It appears at this time there is no effective way to halt black 
market activities in these anabolic drugs. Recent FDA and FBI 
prosecutions of drug dealers is i start, but it is not more than just 
a drop in the bucket. I reported a number of dealers to FDA and 
other law enforcement agencies, and most of these people I found 
are back on the street, plying their trade, and that the laws obvi- 
ously are just not strict enough. 

I have been asked before if there is a connection between the 
black market dealers and organized crime, but it appears to me 
that the illicit dealers are not organized, and are individuals who 
are practically alone, and therefore might be more easily dissuaded 
from their activities if the laws become more rigid and the penal- 
ties more severe. 

When you consider that practically every weight training facility 
in this country has an employee or a client who trains there, or 
someone who simply stops by now and then to sell illicit anabolic 
hormones, and when you consider how many millions of men and 
women are now buying these products in the United States, it is a 
wonder that organized crime is not interested in their business. 

By the 1984 Olympic games in Los Angeles, human growth hor- 
mone was always the topic of conversation between athletes and 
coaches, no matter what country. It apparently was used by a 
rather unexpectedly high percentage of athletes, and as far as the 
types of athletes, I must say that in weight athletes, it is not as 
common these days as in the sprinting athletes, the field-eventers. 

The brand name of the human growth hormones at that time 
were Asellcarin and Cres Corman. By that time, only an unenlight- 
ened few body builders were still turning to the simeon growth hor- 
mone, but it is still available today for those who desire it. 

The size of the drug sales by independent dealers, anabolic hor- 
mones, growth hormones and other prescription drugs were and 
still are sold by mail order dealers, flyers, catalogs and other sheets 
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that are sent to athletes throughout the country, and I have some 
examples of these that I —'1 be I will be happy to leave. There are 
also some underground newsletters to athletes, describing how to 
use their black market drugs. 

But you will find human growth hormone, you will find monkey 
\ ^^'^^ of these in the past to the 

* 'f • ' others; and hopefully these examples are now 
out of business, but I have been assured that new businesses crop 
up practically every week. 

When you have one of these mail order catalop, all you do is fill 
out the order form for the desired drugs, and include a check. It is 
just as simple as that. One of these says, "Not for sale to minors," 
but nowhere does it ask for the buyer's age or proof of age An- 
other says, "Not for sale where prohibited by law." That must be 
just about everywhere. 

Some dealers sinaply drop by the various gyms with suitcases full 
of these drugs, or they sell them out of the back of their car. It is a 
very common thing. If you want to find out about it, just simply eo 
to your local gym. ^ 

There have been many people with whom I have spoken who 
have been sold fraudulent anabolic hormones, including growth 
hormone. " 

I have here a sealed container of Asellcarin, a brand of human 
growth hormone, which was sent to me, which was bought by a 
black market dealer and sent to me by an athlete from the Mid- 
w^tern United States. He said he paid $300 a vial for three vials. 
VVhen he did not receive the muscular gains expected from the first 
yial and a half, he had some of the material examined and was told 
that the vial contained nothing but water. 

When he examined this third, sealed vial, there was a noticeable 
tiny hole drilled m the top. Now, you see the cover is still there: it 
's still unsealed. There is a tiny hole. And this was covered by me- 
tallic cement of some sort, so that you really could not see it unless 
you examined it ce.refully. 

I assume that someone drilled this tiny hole and then withdrew 
the Acellonn with a hypodermic syringe, a needle, and filled the 
vial -vith water or some other fluid. One might wonder if the fluid 
was even sterile. 

I received letters from others asking if growth hormones were 
blue in color. Others have written that they doubted the authentic- 
ity of their ilhcit hormones for other reasons. So some of these 
cases were simply con games, perpetrated on unwise individuals. 

Again, ws might wonder if the substituted substances were dan- 
gerous in any way. 

Last summer was I was invited to the University of Texas to 
take part in a day-long seminar on the growth hormones. The topic 
selected for me was the athletic use of these drugs. The speakers 
varied widely in their expertise and locale, and just prior to the 
seminar it was announced that the recombinant growth hormone 
would soon be released by the Genentech company. 

Dr. Ann JoHanson represented Genentech at that meeting. I told 
her and the audience that I predicted that within weeks after the 
release of Protropin it would be available by some means on the 
black market. Now I have been told that my guess was not off. 
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Athletes have told me that they bought Protropin on the black 
market by mid-summer, and it has been available ever since. 

I reported this in a letter to Dr. JoHanson this winter, and I be- 
lieve that she found this news to be something that she had not 
heard before. I have included copies of my letters to Dr. JoHanson 
and her letters to me. 

Just prior to notif3ring Dr. Johanson of the prevalence of this 
source of the drug, I wrote to Dr. Robert Boyd of the United States 
Olympic Committee, notifying him of the availability of the Protro- 
pin drug. Later he asked me if I v/ould be interested in addressing 
your committee today. 

At that time, we both thought that it might be interesting to 
show you how available Protropin Is by bu3ang some from the 
black market. It perhaps would also show some light by perhaps 
introducing some serial numbers or some other means of tracing 
its source from Genentech. Dr. Voy and I were each going to buy a 
container of Protropin until we found out that its cost was $450. So 
T suggested to Dr. Voy that I would buy the product, which con- 
tains two vials of 10 CCS each, and I would donate a vial to him. 

Now that I think about it, I do not think it is tax-deductible. 

At any rate, I have got a vial of it here, and it is open for your 
investigation. 

Let me give you a little background. I have made friends with 
athletes from all over the world, throughout the years, and I have 
generally gained ideas on who dealt in these types of drugs. But 
when I went to buy this, I fait that if I went to a known dealer, 
that might be just a little too easy, so I simply chose a bodybuilder 
in Southern California who I had known in the past had taken an- 
abolic drugs from the black market. 

One call did the trick. I received the package of Protropin one 
week later, and paid him the $450. 1 do not believe that this fellow 
has ever sold drugs before, but I was certain that he knew from 
whom to buy. 

So you can see how quite easy it is to purchase this drug, no 
matter what Genentech says. 

There are a couple of important issues here. The bodybuilder 
from whom I bought the drug said a friend of Iiis works for Genen- 
tech and was giving me the drug at the wholesale cost. Selling out 
the back door, huh? This is a very depictable ploy and I have heard 
it so many times before. Everyone who ever sold human growth 
hormone before, or now with Protropin, always says that the dealer 
was his brother who warks for the company, or an uncle, or that 
the brother is a pharm acist or some other type of friend or relative. 
You always hear that same excuse. 

One week ago I spoke to an Olympic weight lifter from San Jose, 
CA, who just bought two containers of Protropin, and when I asked 
his friend's name, he declined. Perhaps he felt embarrassed in ad- 
mitting to me that he had dealt with an illegal drug source. He 
simply said that he bought it from an employee of Genentech. T am 
certain that Genentech is above all of this business; but it certamly 
is besmirching their name, and I would suggest for the sake of 
scandal that Genentech might undertake an mtemal investigation 
into this matter of this product being sold. 

I think my time is up. Til skip the rest. 
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At ttAiy rate, I have a lot of material here that you might find 
interesting. 
[Testimony resumes on p. 110.] 
[The prepared statement of Mr. Kerr follows:] 
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Robert B. Kerr, M.D. 

Mo l^jst Las Tunas Drive 
SjnCabnel. CA oi77o 
(213) 285-1154 



'Gent lemen : 

I would like to give you some background data on growth 
hormone today, particularly its illegal distribution 
and use. 

Human growth hormone was found to have anaoolic (or 
strength-enhancing) qualities a few years ago, a few 
years prior to the 1984 Olympic Games. Eastern 
European bloc countries probably were the first to use 
this drug to enhance athletic qualities. In 1982, an 
executive of the Kabi Corporation, the manufacturers 
of human growth Crescormon, told me that to his 
knowledge, 100% of the human growth hormone being im- 
ported into East Germany was being used by athletes! 
TO his knowledge,, he said, not a drop was being used 
m needy . childr«r\l 

Bodybuilders in the United States and Canada were pro- 
bably the first of our athletes to use growth hormone 
as It was being sold rather extensively at that time 
on the black market. But, human growth hormone had a 
competitor that was being sold Just as extensively, 
and that was monkey growth hormone. This product was 
being processed m this country by marginal laboratociei 
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.ind wcii, prcmcied to bodvbuilders and weight-lifters as 
"Ok I .'.It hcrT,o{'e . " 

At iJKit ti^e, quite a riu^cer of physicians around the 
rountry iried to .steer the athletes away from the 
black market by prescribing the human growth hormone 
to worthy athletes. But, to "legalize" the use of 
growth hormone, or any other anabolic drug for that 
matter, in this manner, is a fruitless endeavor indeed. 
Athletes, and I'm not speaking particularly of the 
track and field athletes, but more Commonly those in 
bodybuilding and power-lifting, who desired not only 
greater strength, but a greater body mass, would (and 
will) simply take a prescribed medication and sup- 
plement that with whatever else they can buy on the 
black market. X believe '^ow that this type of control 
of the medication is frought with failure. There is 
simply,, at this time,, no way to effectively halt the 
black market activities. Recent FDA and FBI prosecu- 
tions o-f drug.-^^alers is a start, but it's still no 
more than a drop in the bucket. I reported a number 
of dealers to the PDA and other law enforcement agencies 
but most are back on the street at this time, plying 
their trade. The laws are just not strict enough. 

I've been asked before if there's a connection between 
the black market dealers and organized crime. It ap- 
pears no me that the illicit dealers are not organized 
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.'•r.d «ire individuals who are practically alone, and 
. .-jerefore , migh: be more easily dissuaded from their 
i.rt*vit:es iT ihe laws oecome more rigid and t.ie pen- 
iiitieo more severe. 

When vou consider that practically every weight train- 
ing facility in this country has an employee or a 
client who trai,»:', there, or someone who simply stops 
by now an'l »^ , who is selling illicit anabolic drugs- 
uhen you consider how many millions of men and women 
are now buying these produc*:s in the United States, 
11 's a wonder that organized crime isn't interested in 
their business. 

There ib a gym in a Los Angeles suburb that I've 
always thought of as "drug free" and I've used it as 
<in example in the past when speaking to others about 
this problem. Last week I was told that every Friday 
nighi a dealer in illicit hormones makes a delivery to 
a manager o£ th*^ gym. So, I guess that I've been 
disillusioned more :han once, and at this time, I've 
yet lo hear of a gym where this activity is not founul 

By the 1984 Olympic Games ii Los Angeles human growth 
hormone was always the topic of conversation between 
athletes and coaches, and it apparently was used by a 
rather unexpectedly high percentage of athletes. The 
rvr.j.nd name of the human growth hormones were Ascellacrin 
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and Crescormon. By that time, only an unelightened 

few bodybuilders were still turning to the simian 
/r 

growth hormone, but was, and still is. available to 

/I 

t hose des i r i ng it. 

Besides the drug sales by independent dealers, anabolic 
hormones , growth hormones and other prescript ion drugs 
were, and still are, sold by mail order dealers. 
Flyers, catalogues and order sheets were sent to 
athletes throughout the country by the mail. I have 
examples of some of these mailers with me today. I've 
sent copies to the DEA, the FDA and others, and hope- 
fully, these examples are now out of business. But I 
understand that this type of business is still 
flourishing. With these y'>u simply fill out the order 
form for the desired drugs and include a cheeky /Tj as 
simple as that' One of these says, "Not for sale to 
minors," but it fails to ask the buyer's age or proof 
of aqG for ihat matter. Another says, "Not for sale 
where probjLbi^^ by law"-well, that must be ^ust about 
everywhere' Some dealers simply droo by various gyms 
with su 1 teases full of drugs for sale or they sell 
them out of the back cf their cars. 

There have been people with whom I've spoken who were 
sold fradulent anabolic hormones, including growth 
hormone. I have leiC a sealed container of Ascel- 
l<iirrin, a brand of human growth hormone, which was 

\ 
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bought from a black market dealer by an athlete from 
the midwestern United States. Ke said that he paid 
$300.00 a vial for three vials. When he did not re- 
ceive the muscul gams he expected from the first 
V i.i 1 And .1 h.T If, he had some of the material examined 
and he was loid that the vial contained nothing but 



there was a tiny hole, that you'll notice, through the 
r,ea\ which was covered by a small amount of metallic 



through the .netal cap and seal, withdrew the Ascel- 
J.icfin v^lth a hypodermic syringe and needle, then 
fili''^. the vial with water or some other clear fluid 
before filling m the hole. We might wonder if the 
fluid was even sterilel 

I've received letters from some asking if growth 
hor'none was blue m color. Others have written that 
they doubted the authenticity of their illicit hormones 
for oth«r reA&Qr\s. 5^, sorre of these cases were simply 
con games perpetrated o-i unwise individuals. Again, 
we might wonder if these substituted substances were 
dangerous m any way. 

I've been told that the monkey growth hormone is still 
for sale, and you'll see it m the illicit drug cata- 
logues that I have here today, and you'll see that 



water I 



When he examined this third, sealed vial. 



cement . 



I assume that someone dr i 1 led a tiny hole 
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exp( fi i Jit ui, the other types of drug 

he rmone . 

Last summer I was invited by the University of Texas 
to I ike p.-irt jn a day-long seminar on the growth hor- 
mones. The topic selected for me was the athletic uses 
of thjs drug. The speakers varied widely m expertise 
and locale. Just prior to this seminar it was an- 
nounced that the recombinant growth hormone would soon 
be released by the Genentech Company. Doctor Ann 
Johanson represented Genentech at that meeting, and I 
wai> impressed by her. I told her, and the audience, 
th<^t I woul*-' predict that within weeks after the re- 
lease of Protropin, it would be available by some 
means on the black market. I've been told that my 
guess was not far off. Athletes have told me that 
they bought Protropin on the black market by mid-summer 
«»nd It's been available ever since! 

I .eported thi^ in a letter to Doctor Johanson this 
winter, and I believe that she found this news to oe 
something that slie haa not heard before. I've included 
copies of my letters to Doctor Johanson and her letter 
to me. Just prior to notifying Doctor Johanson of the 
prevalence of this illegal source of the drug, I wrote 
to Doctor Robert Voy, the Medical Director of the 
United States Olympic Committee, notifying him of the 
availability of this Protropin drug. Later, he asked 
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me if I would be interested in addressing ycur com- 
mittee today, 3nd at that time, we both thought that 
perhaps it mi*5ht be interesting to show you how avail- 
.ible ^rctropin is-by buying some from a black market 
source: it perhaps would also shed light by showing a 
possible serial number or some other means of tracing 
iCb sources from Genentech. Doctor Voy and I were 
G,ich going to buy a container of Protropm, until I 
found out th.it its cost was $450.00. So I suggested 
to Doctor Voy that I would buy the product, which con- 
tained two vials of 10 CCS. each, and I would donate a 
vi<*il of that to him. Now that I think about it-I 
don't think thdt it's tax deductible* 

Throughout the years, I've made and kept friendships 
with quite a number of athletes throughout the world- 
including the Soviet coun tries. This has ga med me 
knowledge about illicit drug dealers, many of whom 
I've reported to federal agencies. But, m buying the 
Protropin, buyxo(5^ from a known dealer was too easy, so 
I chose simply a bodybuilder who I knew to have taken 
black market anabolics m the past. One phone call 
did the trick-I received the package of Protropin one 
week later and I paid him the $450 .GO. I don' t be- 
lieve that this fellow has ever sold drugs before, but 
I was certain that he knew from whom to buy. So you 
can see that it's really quite easy to purchase this 
drug no matter what Genentech says! 
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This bodybuilder from whom I bought the drug said that 
a friend of his works for Gene n tech and was giving me 
Che drug at the wholesale cost I This is a very pre- 
dictable ploy-I've heard this so many times before. 
Everyone who sold human growth hormone before, or now 
with the Protropin, always says that the dealer was 
his brother who works for the company, or an uncle, or 
that the brother is a pharmacist, or seme type of 
friend or relative. It's always the same excuse. One 
week ago I spoke with an Olympic weight-lifter from 
San Jose, California who had just bought two containers 
of Protropin "from a friend who works for Genentech in 
San Francisco." I asked his friend's name, but he 
declined. Perhaps he felt embarrassed in admitting to 
me that he had dealt with an illegal drug dealer, and 
yet again, perhaps, a Genentech employee had a better 
sound to itJ 

Now, I'm certain that Genentech is a very reliable and 
sound company ^.^aj^d I doubt very much that they would 
have anything to do wi th sell ing thei r product from 
the back door. Though I would suggest for the sake cf 
scandal that Genentech undertake an internal investi- 
gation into this matter. With th* prfvalence of their 
product on the black market throughout this country, 
apparently a large amount of Protropin is missing from 
hospital pharmacies or wholesalers' inventories some- 
where. Someone is making alot of money on these sales. 
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and It's all untaxable! 

Doctor Terry Todd, of the University of Texas, told me 
a few weeks ago that a boxcar with Protropin withm it 
*was hijacked from an eastern freight yard, and was 
probably the source for this Protropin. But, you 
know, I've heard that same exact story, word for word, 
given m past years to explain why human growth hormone 
was on the black market. Now, either there's a 
drastically unguarded freight yard m the east that's 
had a i Tgh number of freight cars missing , or it's a 
fallacy perpetrated by those who wish to cover up 
their own corruption- I suspect with the high retail 
cost of Protropin, plus the thousands of buyers, some- 
one, hopefully after ' ?aving Genentech, is supplying 
the black market with their own inventory* Perhaps 
I'm wrong about this, but I wouldn't think it too dif- 
ficult to check It out-Genentech could certainly ask 
thei r customers , physicians , pharmacies and whole- 
salers to ,cr4.^^ally identify their sales. If the 
Lilly Company offers its recombinant growth hormone 
for sale , they might also be confronted by this same 
sham . 

If laws are enacted, and Protropin and any other growth 
hormone is eliminated from the black market, does that 
mean that athletes will return to the simian growth 
hormone-hopeful ly not ! But with the millions of 



31 



-10- 

pecple, men and women, m this country and Canada who 
«3re determined to take something to enhance th«fir 
strength or size or whatever, I'm certain that some 
form of growth hormone will be available, perhaps from 
European manufacturers, but hopefully, the FDA and 
other agencies will be able to cope with this problem. 
But these and other problems might confront your com- 
mittee some day m the fut'ire. 

Today m bodybuilding gyms throughout the country the 
most sought after anabolics are the exotics. This in- 
cludes East European anabolics that are smuggled into 
this country, and the FDA and the FBI seem to bn cur- 
tailing alot of tois traffic. But just as commonly 
found are the veterinary products-Hinstrol V and Equi- 
poise (I believe that Equipoise was the name of a 
derby winner m the 1930's, and that certainly gives 
you confidence m the medication, doesn't it?)! These 
produces are said to be sold by veterinarians, b'lt I 
don't krvow . JthaU^^his is true, but certainly some vet- 
erinary source is at work here. 

I reported to the FDA a clinic in San Jose, California 
that develops designer anabolica for their clients. 
I've been told that the owner is not a physician or a 
chemist, and he's been arrested before for selling 
these drugs. So, obviously there are some laws that 
need amending. 
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Now to get to a tou^jh^ aspect of growth hormone. 
Through the media, we've all heard stories of parents 
wanting to obtain these drugs so that their young teen- 
age sons (and perhaps, daughters) can grow past their 
expected height and satisfy some parents' hopes. Un- 
fortunately, It's true to a certain extent. I don't 
know what the numbers are-but I, and other physicians 
with whom I've spoken, have been approached by a few 
such parents. If I couldn't dissuade them from this 
expensive, and no doubt futile experiment, I then re- 
ferred them to a pediatric endocrinologist, knowing 
full well that they would be turned away. I wonder 
how many of these simply turned to a black market 
source for their growth hormone. The idea of wanting 
the best for your children is an idea that we all 
share, but this is a disillusion, and I don't expect 
any of these teenagers who are potentially deemed 
short statured to become an tlsPi an NFL giant. This 
IS wishful thinking. I'm afraid that some of my physi- 
cian col 1-e agues- .*<:^n be counted in the ranks of these 
parents. A law controlling these drugs will discourage 
such parents. 

I don't believe that such laws will abolish anabolic 
drug usage in athletics. A Russian athlete last week 
told me "It's a fact of life, as long as there is 
a thl etics , there • 1 1 be anabolic hormones. " Athletes 
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are going to take anabolic hormones-it's just the way 
It IS. iNow, someday an anabolic process that doesn't 
entail medicines will give these athletes their 
strength and size, but until then, it's a way of life. 
'There »ire on the horizon new methods that could pave 
the way to this drug-free athletics. 

But, the bottom line to all of this is simply this- 
whether the drugs are leaked to the black market from 
pharmaceutical wholesalers, smuggled in from Mexico or 
some other country or whether the drug is manufactured 
in someone's kitchen in Anaheim, California, it's all 
illegal and untaxable. If I have to pay taxes, how 
come these dealers do not?!?i The FDA and the FBI are 
doing any exemplary 30b. But if we don't give them 
the laws to stop these illegal processes, the practice 
will only escalate. 

Thank you' 
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SKtOlD iWBBOOK UPOMt f^t SffVM ODRU BOROtC 



the U5H UPDATE is a blimthly pOblication. In thcM bulletins ve will 
poi nt o ut «nd correct yy errocs «t My hwe Mde in the original 
UNflSfCnOUND SICIOIO HMIOaxx. -AXflO, M will inform you of any new drug 
developments in the r»sl« of coipetitke to^ilding and powerliftirq. 
Ihis is our litBt issui m will address omelves to tltat te thiric is 
the biggest blopper vt Mde in the VSH, our altogether too cursory 
ecaaination of CrMh H^none. 

We f ina that Growth Hociione is the most eipensiiref lost feshionable, 
and least understood of the new athletic drugs. It has firmly 
established itself in pow^rli fting and within a few years will be a 
coiviDnly used drug in all strength athletics. We ace discussing in this 
report only one type of growth hoimsne, Aaellacrin fay Secono Labs. Ihis 
is Huun Groi^ Homone. It comes in Cxr bottles to a bgc , 10 lU's to a 
bottle. The bottles contain an un reconstituted «#hitish powder, %ath 
biostatic tater (S cc*s per bottle! to be added. The biostatic water is 
not part of the fsur botUe padcage. People finiliar with Pregnyll {hcG) 
will find Asellacrin packaged sinilarly. Once teconstituted, the Ol nust 
be refrigerated. Second's wholesale price to phaonacies is $600 per fcKjr 
bottle boc. They offer lower. i4olesale prices to quantity bu>«cs. 

Most of the infonnation available about GH in the past was on the 
effects of Fhesus MonJtey GroiAh Honcne. All the bad side effects such 
as acromegaly (thickening of the bones) and diabetes hove now boon 
detendned to be aestly from the inferior aohk^ hormone. Human Growth 
Hormone reconstitutes into a clear liquid. The Rhesus hormone is 
brownish. Asellacrin is extracted from the* pituitaries of human 
cadavexs. It is not lOOt pure GM, as there are traces of other cheraicals 
and honnms fixnd in the pituitary. 

Just why is it such a desired drug? it wotks differently than anabolic 
steroids. Hot only does it mke Hiacle cells grow bigger, but it makos 
the body grw K>re muscle cells. It also makes the rest of the body 
grw. Tendons and ligaments get thicker, as do bones (if you are still 
able to grA# heightwise, you will grow taller). You might sucToise why 
pa«rlifters have taken a shine to it. Chaiipion powerlifters get many 
injuries becauM usually their muscles are stronger than their bones, 
ligaments, joints and tendons* GH will allow growth of these weak lir^s. 
Also, Oi mobilises stored fat# so that it is metabolized at a tester rato 
than noowd. It does not interfere with the reproductive systems of 
either men or women. Xeceptor sites on the cells ace not t.\<f sxc as 
steroid receptor sites, so if ycu have plateaued on anabolics, your bo 3/ 
can still respond to Growth Hoimone. And Ustly, it is not detectable in 
dtug tests usad in international Olyspic and Pouerlifting coi^titions. 

Host cveiyone produces some Growth Uocmone naturally* The hijhest 
amocnts art released by the pituitaiy during the first few houts ot 
sleep. It was also thought that GH was released in response to highly 
stressful anaerobic asercise, but the most recent studies find this to be 
true only in ptcplt up to the age of ibout thirty. As we mentioned, Qi 
makes miry thirds ^row In the body and we have feund the most significant 
benefits of it (health-iiiae) is in iu «bility to keep the thymus gland 
large. The thymus gland is a major gland that is part of the immune 
system. It produces antibodies which fight potential disease and 
infections and gmrally iMp the body healUty, young appearing and well, 
(f the thymus gland reduces in sixe, your immune ability will be 
lessened. TU> msjor fecton cause the tlq/sus gland to shrink. The first 
is the rwduction of the bod|y*s output of Cioi^ Homone after the ^ of 
thirty (ahahl). And the second is anabolic steroids. In fact, the major 
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. .ith hdzanl of anabolic steroids is their ability to nduce thymus 
sut, tltus liMiting ycxr kx)dy*s antibody output. We've encotfitered many 
steroid usees Mho start the dcugs and liMidUt«ly cm down with a oold 
or flu-lite synptows. Hor ycu km the reason* Of course, you can boost 
your own natural outpJt of GH with ai^inine^ ornithine, vasopressin, 
brooDc rip tine, "and MPPlewntatioa {m But the aeiout of CH 

you can inject is comparitively.hugr to the tricklo that the pituitacy 
can put out even in the nt olevated wey^* rc- . - 

• Let's discuss how Qi is used by the body onoe it is in the bloodstream* 
Ql is activated by enzyine-lilB dtenicala called sonatORedin* Somtmdin 
helps GH mediate its effects* Once GH is in the bloods trea«, it 
saturates the available sonatomedin in about twenty sinutes* In this 
state, the half life of the GH is ft>rty eight hours* If there is not 
enough sonatcncdin available to activate the GH, its ha«f lift in this 
unsaturated state is about half an hour* He know noway of increast^ 
suutcmedin synthesis* Growth Homone reduces insulin's ability to put 
glucose in the cells* Also, strangely enough,, GH increases insulin 
levels in the body. 

We've seen many people who h«^e t,x had good results in using Growth 
Ibmijno. Ik^rc are some reasons why GH won't wodc in those people;* GH 
won't increase body size without sufficient calories* We've seen more 
success of GH used ty cc^ ilifters as 'opposca to bodybuilders because 
pc:^oiblyr powerliftecs are not afraid to eat* A few pecple luinuCactuce 
antibodies to the Growth Hormone^ rendering it useless* Mary studies 
show that GH works best in an en/itonraent high in androgens and low in 
estrogens and cortiso;)e* Most athletes don't use a hi^ enough dosage* 

Ther^' has never been any reocmiended dosages piblished (especially ibr 
athletes)* Most ever>t3ra2 we've leen, pcwerliftecs and bodybuilders both, 
use two lU's every fbrty eight hours for as Ung as their money holds 
ojt. Sore have mixed the GH with testosterone aqueous to insure high 
androgen levels* Also, %^en Qi has been used while the person has been 
on steroids for a long duration, ue'Vfe seen estrogen antogonists such as 
Nolvadex or Tesluc added to control the estrogen resulting froQ 
ar(r<2t i7nt ion. 

Ha;t f»;cple will not fieel the effects of GH blocking insulin's ability 
to looj glucoee into the cells because of the hi^r insulin levels also 
.^countered. For those that do (and the noticable effects mil be less 
'>{ stixn^th and a Hat, depleted lock to the muscles) the easiest vay to 
:anbdt this is to stay off GH for a few days *hen they begin to notice 
iho lack of energy and then to load carbohydrates into the body. We 
Hscuss carbohydrate loading in the ULTXNATe DIETING (ANCaXK* Sere 
seople are supplementing their insulin with injectable foms. Most 
>eople, doctors included, don't know how to do this properly* itHv 
tsstvne that insulin should be increased in a linear level conpared to the 
•levated blood sugar levels* Ihls is not true* A mathematical focnola 
>f notmal insulin value/no qoalfhlood auqas lt7tt^» new insulin value 
x)/ele/ated blood sugar level'^is;i/v:!l^*--^The:^?ixper (x) value cannot 
e foind mathenati«alXy«> •)te*'don*iSfaiGi)dMw»to accurately. 

People who t^e laige dosages.^f CH« M-the S^llTs and up per 48 hours 
ange (and we personally find tHIs €6lb^'the^|DjiaiiRai» amount that will 
elp atMetes) usually inject all the GH at once, coR%>roQising the GH's 
bility to saturate the available somatomedin* A more logical 
^ministration would split the amount injected o^er a period of a few 
oucs* 

We'd like to give your our peisonal obsetvations about Qi, We think 
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thut it it quitt a saft 4nif • Most of th« sidt effects are either 
heresay or Mere ceUteA eo the inftrior itietae-^erivei Growth Horaone. 
we think that it is sfi athletically Mfieficial dnif for both men aai 
Manen. Wt find that it noilis vhes tahtn ill larfe dosages over a long 
enough duration* Host pecple cartnot sfi>ri the ooit of this therapy. 
Very soon» ifi s natter of mths, CN will be ayaili^le at a vastly 
reduced price because it is m genetically enginseied dnig. ihat is 
to say that scientists have invented certain strains of bacteria to 
pro<liice Growth Homone in its huMn i>ae« This tas fitst done at Baylor 
Ho«jical school f but .«ry places aie doing it noi#« Because ttis new way 
of producing GH does not inrolve dissecting cadavecs and ett'-actinj the 
sufcntance frcn the pituitaty, it will not only 90 do^n in price « but up 
in availability. We also predict that once this happens, you will see 
itarvf non--athletic people, at first in Europe aMay firot PDf^ in Quince, uso 
this drug ail e life and youth ottender, as its prcpecttes of keeping tlio 
thymus enlarged ace already well Irown. 

Here is the forecast of what we will be talking about in upccinirij 
UPCMI1SS. We will be analyzing the new generic Dianabols now that Cibn 
has withdrawn that drug flroni the world Mirfcet. We'll be featurini 
reports on tvo new exciting injectables, Bguipoise and Anatropin* a 
comparative study of the different brands of needles and syringes is 
Older way, giving you the results of the Painless 22 Gauge shootout « 
We'll discuss the oilAater partitions of the various injectables, winch 
tell you how long it taltes fojr « shot to isally get working. We will 
re rev lew the testoste rones and how they relate to powerli fting. 
Injectable Winstrol is getting « lot of *ecc itenent lately, so we'll have 
a 90 at that sti>ject. Of course, we're altays open to suggest ioru. 

A few of you ini^t baUc at the $2 price w charge for oir Updates. As 
you can iaiagine, ours is a liadtad readership. Vhat you cannot- ura^gine 
is the enoB«3us cost there is to u*i in finding out all this infonration« 
We don^t «#ant to tell you how ii4ch we paid out 'for Growth Hormone, 
suffice to sjy that the anourt could also buy ycu a VCRy nice notorcycle 
or a cheap shit bee car. If you hi/e read our ISH (and we assotu tivit 
ycu h«/e) you hnow that we always try to save you woney. 



The UKDCRGROUND STEROID fffttlCaOGK UPHATC is published su t un.>s [k:c yc-^r 
by OCM Pii>lishing 17U Main St. Suite 193 Venice Bo«ich, CA. 902^1. 
Subscriptions are $12 per year, shipped fiist class. Copyright 198^ All 
rights reserved. 
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ROBERT B KERR. M Q BtOMEOICAL AND SCOENTIFK: OeveLX>PMeNTAL 

GUILLERMO A. LAICH. M a. Ph D SYSTEMS FOR HIGH PERFORMANCE ATKLETCS 



Fabruary 17. 1987 



HUMAN F 

SPOUTS I 

•I0MEO1AMCS 



X!enentech CoMpany 

460 Point San Bruno Boulavard 

South San Pranclaco, California 94080 



Attention: Ann Johanaon, H.O. 

Dlractor '-Z :-»dlcal Affalra 



Dear Doctor Jotanaom 

I had tha prlvllega of ap«aklng with you at tha 
sympoalu* laat April at tha Unlvaralty of Taxaa on 
the topic of human growth hornona. 

You might recall that I waa tha «p«akar dlacuaalng 
the athletic uaaa of tha huaan growth hor«ona« 

At that tima, I mantlonad to you that Z waa con- 
cerned that your product sight ^bacoaa available 
through black market aourcaa, and auch la now tha 
caaa. I*va heard from coachaa« athlatM and train- 
era throughout the country and . C«n«d« who «ay that 
tha Ganantach growth hormon« la readily available 
through black market aourcea throughout the hem4- 
iaphere. z*ve alao beard from p«opXe in Neatern 
Europe who aay that they are obtaining it there alao 
via black market aourcea. Xt aeema that there la a 
waalth of the material for aale. I gather that it la 
being aold for around $300.00 for ten or so unlta. 

r thoughV'that**"%hla ahould be brought to V'v-* at- 
tention b%cauae you never know when aome inveatiga- 
tive reporter might learn bow readily oJ^tainarne your 
product la on the olack eerket^ and develop aome 
aenaatlonallam about the whol« thing« and Z cer- 
tainly wouldn't want that typ* Pf adVertiaing to be 
used agalnat f^H^ '^'^^ ' . .»•• 

I have not heard wh«r« .t^kf^bX^CK. M^kft aourcea ob- 
tain the product* whetlMir<f;||^' l^iWP^WMMly' %t' 9mn» 
entech or whether it^ia'.^i«»fl|0)«M{«'jr>or'^diatributor 
whatever, but parhapa;' yovilU9htAjba^:'4LMa-\to inveati- 
gate thla aituation •i>4*find>4>afiMyiJ5^^ 

If I can be of any further aaslatance to you, pleaae 
don't hesitate In contacting me. 

My very best, 
Robert B. Kerr, H.D. 
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GenentechJnc. 



March 12, 1987 



Robert B. Kerr, M.D. 
BtocQcdtcal and Scientific Oevelopcaental 
S/steas for High PterfortBance Athletes 
316 East Las TUnas Drive 
San Gabriel, CA 91776 

Dear Dr. Kerr, 

Thanlc you for your letter of February 17. 1987. Your concern about the 
potential aisuse of Genentech's Protropin'* huoun growth honwne is, of 
course, a significant concern of ours. ; you know, Genentech has taken great 
Measures to control the distribution of P.otropin to guard against aisust;. In 
fact, Protropin is only available frc« hospiUl pharmacies where there are 
(^lif ied doctors who treat short children diagnosed as growth horwone 
deficient, and through Ho«e Health Ctre of Africa where each individual 
prescription is scrutinized and screened for appropriate Indication. 

Genentech' s distribution systea goes beyonr< that which even FDA has authority 
to require. We take pride in our product and we also take appropriate 
precautions. 

Although you suggest that Genentech' s product is widely available on the black 
market, Genentech has no obtained evidence of Illegal distribution of 
Protropin. Moreover, we have agreed to provide any evidence of diversion 
voluntari^/ to the FDA and the Department of Justice. Consecii*«ntly, we 
appreciate your concern and will forward your inquiry to the appropri-f 
federal officials for investigation. Any hard evidence that you have thii 
Protropin is being diverted for unlabeled uses should be given to those 
agencies. 



Once again, we share your concern. Tank you for br?n«ing it to Genc.itcch's 



at tent lot I. 



Sincerely, 



Ann J. JmJraon 
Assoc iateblTeci 
Medical Affairs 
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ROBERT B KERR M O 
CUILLERMO A LAICH. M O . Ph O 



BIOMEOICAL AND SdENTIFlC DEVEUJPMENTAL 
SYSTEMS FOR HIGH PERFORMANCE ATHLETES 



HUMAN PEfVOrtMANCE 
SPORTS MEOtONE 
eiOMECKANICS 



h.\rc\\ 17, 198? 



• Ann J. Joh'iiison, H.D. 
A^^oci.it? Diroctor 
Medical Affairs 
Cenentech , Inn . 
400 Point San Bruno Blvd. 
South San Francisco, California 94080 

Dear Doctor Johanson: 

Thank you for your letter of March 12th. I do not 
think that you really know th« degree that Protropin 
has inva'ded the black narket activities in this 
country *and in Canada, but Z recently purchased a 
vial of Protropin fro« a black Market dealer to prove 
how easy it was. 

I have also been asked by Doctor Robert Voy, of the 
United states Olympic Coanittee, if I could pur- 
chase a vial for him so that he also could verify how 
easy it is to ot^ .ain this drug. 

I know of ^robably at least then or twelve black 
market dealers that Z have heard of through the 
grapevine who can supply your coiipany's product at 
any time. 

Doctor Voy recently askud me if Z would be interest- 
ed in testifying before a United States Senate Sub- 
committee hearing that will place under a triplicate 
registr^.tion and^ of course, that is obviously one 
step tow^ds re'gulating this, but soneone is making a 
vast amount of money by selling this on the black 
market. ^ 

Now, one possibility is a comient that Z heard from 
Doctor Terry Todd, of the Univeraity of Texas, who 
stated to Me that he had heard that a "boxcar ship- 
ment"* of protropin was supposedly daiiaged in transit 
in the eastern United States, but inatead was taken 
and sold to black Market dealers, Z flon't know if 
thi? is just an anerdotal coaaent or that there is 
some truthfulneas to it. 

It would appear to Me, froM all of the goaalp that I 
have heard from atheletea, that probably '.he widest 
use of this drug right now is through the black 
market. I've hardly talked to a soul throughout this 
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ANN J. JOHANSON, M.D. 
March 17, 1987 
Page Two 



, country and Canada who has not hail the opportunity to 
purchase Protropin from any number of dealers. And, 
of course, I mean black market deaJers. 

The vial of Protropin that I bought, I threw away in 
the trash, as I certs inly had no use ^or it, but 
IS there an ident.'.f ication number of some sort on the 
container that could more readily identify its 
source? If so, please let me know and when I purchase 
a vial for Doctor Voy we will look and see if there 
IS such a distinguishing mark on the vial. And, of 
course, if I can be of any further information to you 
on this topic, I will be happy to help in anv way 
that I can. 

My very best wishes. 




Robert B. Kerr, H.D. 



RBKclh 
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Genentechjnc. 



April 2, 1987 



Robert B. Kerr, M.D« 

Biooedical and Scientific DevelopmQntal 
SystoBS for Hi^ Perfomance AthXetes 
316 East Las Tunas Drive 
San Gabriex, California 91776 

Dear Dr. Kerr: 

Thank you for your letter of March 17, 1987 to Dr. 
Johanson. We are referring ^t to the appropriate federal 
officials for fuirther investigation. We have agreed to 
cooperate with thes in any w«y that we can. If you have any 
further infomation regarding the alleged misuse of Protropin 
(sonatrem for injection) , plaase send it to me directly. We 
appreciate and share your concern. 



CCS John Fleder, Esquire 

Chief, Offi«»ikOf consumer Litigation 
United^ States Department of Justice 
Washington, D.C. 20857 

Daniel L. Michels 

Director, Office of Compliance 

Room 260 MPK HFK-300 

5600 Fishers Lane 

Rockville, Maryland 20530 




Patricia ar. Kenney \J 
senior corporate counsel 
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Bolasterone(Te6-10)»»»»»»»»*»**#«30ml#7mg 4^'?r.c-n 
DyhydroIone(Te3-20)»»^»»»«»«««»«»30niI«20ingS oo <w 
Dyniethy2ine(Te6-30)»»'»»»«»'»»###-»30»I»l6ng^V^'<'^' 
_^Rhese3 ^^onkey Hormone****** "^••••••••••loml'^o'' 

GHALS 

DJanaboK Me thandrostenolone )***•**••••! 00*5iag'^ >''^ 

Anavar(0xandrolone)******»»»»#*###*##io0f2.5ing'3r.ff 
Wln3troI(StanozoIoI)*******»»»»»»»»»#ioO#2iag 
VaJciboIin(Ethye8tranoI )*»******••••••! 00#2mg <-'^ 

Anadrol-50(xymethoIone)*******»»»*»»#i00e50n5g^72 
r.*e thy lestoste rone 

Linguet3********»»»»***##»########ioO#10nsg^'^-^<' 

, , ,^ •••• 1000*10n;g'/t.CT 

Levodopa(Dopar) 100#250R'g'':5^co 

TrisoraIen(Trio.'^saIen)*********»»***##28»5mg ^-^h 

Proloid(ThyroglobuIin)*^* ****lOOtfl .5gr ft 

Nolvadex (Tamoxifen Citrate) ************6o»10in6 ''^^ 

Halotestin(Android-F) •*• 6C4\Qo%^.lz c( 

Efedrin SuIfhate*****«»*»»»»»****###«io00t.375gr 

Aldactazide»*******«**»#*#############ioo^25ing '/r 

INJECTABlrS 
Testosterones 

CypionateWO • I0cc#200ing •'/^ 

Enanthate *^ ♦ lOcctlOOng -^i^.to 

Propionate iOcc#100«g '/Coo 
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Aqueous :>ujpen:> ion*»»»»»»»»»»»»»»»»»»»»»»»»*»»lOcc¥lOOfng ^f^'^^' 

rethandroil Dipropinate(Therobolin )•••••••••••! Occ»50rng 

Durabolin(Nandrolone Phenpropionate)»»»»»»»»»»2cc*50mg ^ 

hquipoise(Boldenone Undecylenate)*»»»»»»»»»»»»10cc*50ing 

•••••••••••••50cc«>50mg * /q5:oo 

Winstrol-V(Stanoxolol) 10cc#50ing «yc oo 

•••••••••••••••••••••• ••30cc#50iug-*7Xo<:i 

Wyda3e(Hyaluronida8e)»»»»»»»»»»»«»»»»»»*«««*««10iil»150IU 

Hur.an Chorionic Con«drotropin»******»»******10Ba#lO,OOCiu 

•••••••••••••••jOoil«20. OJOIU'-So^f 

w-^Cre6cormon(Somatropin)»»**************»**»**l vial* ^ lU ^foc 

^A3sellacrin{Somatropin)»»»»»»*******»»»»****l vial* 10 lu'ftv, 

P«>\'Oor^M,n -Cf^^fi^ouct^C Oief^opiiOAje) - ^/O oo 
MEXICAN 

Sostenon 250(with needle)»»»*»»»**»»****»*»*lcc#250mg *-/o f <- 
Prinioteston Depot»»**»**»****»************»*lcc#250r:^ ''6 t> 

Pr3 wbolan 30»5n« ^ "^-^^^ 

Primobol-ii Depot • lcc«50iug ^^^'^^ 

Anatropin»»»» cc^lOOmg'^'O.rt 

Dianabol(r/ethandrostenolone)»»»"**»»»»»»»»»10cc*25'n6 '•^^•tv 

* 50cc<>25me 

MISCELUNEOUS 

Cheque DropB(Mibolerone)»**»»*»»***»*»»»**»^^tiilai00rocg''27 

Syringes 

20 Gauge 3cc ij - 

22 C;iuge 3cc li ' 

25 oauge 3c c 5/8 

B-12(Cyanocobalamin) 30nil*1000mcg ^ fo.Cx> 

B-Coinplex»» • *30nil«1000mcg^^ ^« 

Liver«««««»»»»»»»»»*»»»»»»»»«»»»*»»»»»»»»«*10nil«20nicg V- 6^^' 
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Nflevar(Nesterolone) •30#10ing*/^*''^ 

CynomeKLio thyronine )•••••••• ••••••••••••••••••30#25o»cg 

PriiDObolan(Metenolone)»»»»»»»»»*»»»»»»»»»»»»»»»30«5Bjg ^ ^ 
Pr«ilene(Nal'tidrofuryl)»»»»»»**»»»»»»»»»»»»»»»20»200ng*/i"^^o 
Tricana(Triiodothyronni«)************»»»»»»»»»»»lbo#J25mgJ?-J r><7 

INJECTABLES 

Primobolan Ac»tate(Uitenolon»)»»»»»»»«»Box ct j I Bilt20n^ 
Prinobolan Depot(Metenolont)»»»»»»»»»»»Box of 3 1 ml#100mg'^^ 
Parabol8n(Tr«nbolone)»»«»*»»»»»"*»**»*Box of 2 1.5mlt76B^''"'*^ 
Trophobolene(Androgen&E8trogen)*»*****»*»**»»»»»lml»|0ing ^^9^^' 
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SPECIAL UPDATE 

DYHYDROLONC Ik OYMrrHYZlNE 

(TES-20 & TES-30) 

J>$ following two anabolic stffokto art tnduM in th« samt f^ily pf th« ntw »dy*ncad oanention 
chemicals originating ,n Cast Garmany. It ia Mmmao fcn«wla«9a In tha aporU workf tnat th« aast*/n bloc 
countnes.ag tn«SovtatUnionandCaatO«rmany.hav»fofmwvywf»d#vatopadand«<fminlstafadtnabol^ 
steroids to ineif competing j^iataa. Many Amaricang faaf IhM tMa raaaarch hasgrvvn tht aastarn bloc an 
on'air advaniag* ovtr !t>«ir paars. atpacially In ttrtnftfi and mtnef orttniit tporta. 

OYHVOROtOMC (TCS-2t) Ji ml # 20 m« 

Oyhydroiona la bain« haiM kt lha iMm Slalaa m a ma)^'b^^ki^^^ for usa faT^ 
roweriitter.. iu petantial MH^nfm falna aurptM any othar anabolk: sitroltf tvaJlabla in tha 
Ue€ world today. Thr ooph Ha ua« a powadlflar ahouW axpact to amass at l*ast 20 pounds 1 
bodywaight within 2 waMs. Accwn^lot Ms sJaa w<H bt soma watar ratantlon. so ft la 
ifficT"^" ***** ^ POwarMfltf waa 1 Provkon labM dal)y. thamby minlmizino tbla a(da 

Tha Net NUiogan Ratantlon (NNfl; of Oyhydroionals tha hIghastavalUWaofany anabolic 
sreroid designed for powodlftara (tho NNR of MythylMtostarona Is 100/100. •I-rislarona 

{res-20) IS 2800/2135). 

Component 91 ^, ^000/500 

Component . .> .x-:.:.-. 2200/300 

Cpmponent #3. .-. ,:. , 1000/1000 
Component #4 . . , , .... SOO/20 



Total NNR 7700/1820 



Ad.-nimstration 20 mg per day. 

Delivery 22 gsuge syringe tnlramuscularly 

Duration 4^ week cycle, a minimum 4 week off-cycle 

Storage Ref'^ierato 36» to 46* 

Te$t».«g' SMA--,5. Cham ProfJia every cycle 



OYMCTHYZIHE (TES^) . 30 ml @ „,g 

Dymethytine is the most outstanding anabolic steroid ever benefiied by bodybuilders It is 
the only chemical so high in Net Mtrogen Retantfwi (NNR) that it actually alters tha RNA/DNA 
piedetermtned muscle fiker plasia (a hyperplasi* inducing ajant)< 
Component il . . . 4000/2O00 

Component #2 . .:.:.:.:.^:.:.> . 2300/6500 

Component #3. . .:.:.>:.:- .:... .>:. 10000/7500 
Component #4.-. <.:.:.:.>:.;.:.:.:.:...:. .... 1200/1 00 
ToUl NNR 17500/15600 

Conservetive expected results from Oymathyzine wilhin a 2 to 3 week cycle is !5 pounds of 
solid muscle tissue gome. No addiMonaf fat er woH»r retention will accumulate iDymythyz,r»f 
does not aromatize). Also, a drastic reduction in previously existing body faf will be noticed it 
IS so |K)tent and effective a cfiom«cal tfiot H fsHulvalent in growth hormone release to tahmg 2 
IU of Somatropin doifyf 

Adminleiratfoo: 19 mg par doy 
Oehvery. 22 gouge ayrinfo ffilramusculorfy 
Duration. 2*3 wsak cycle: a minimum 2 week off<ycie 
Sioraga- Rafrigereta 36* to 4d* 

rtiX.^Q SMA-2S. Chem Pi of tie avary two cyclaa 
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1.0 PRICE LIST FOR SPRING 1985 



PRODUCT 



STRENGTH 



SIZE 



PRICE 




Adrenalin 
Aldactazide 
Anmonla Anpules 
Anadrol'50 
Anatrof "^.n 
Anavar 

Bolasterone (TE1?-10) 
B-conplex w/C 
B-12 

Butazolidln 

Chorionic Gonadotropin (HCG) 

Decadron 

Deca Duraholin 

(Kandrolone Decanoate) 
Delatestryl 

(Testosterone &ianthatc) 
Depo 

(Testosterone Cypionate) 
Dlanal)ol 

Dianabol (Injectable) 
Dural}olin-50 

(Nandrolone Phenpropionate) 
Dyhydrolone (TES-20) . 
Esc nine % 
Equipoise ^ 
Equipoise 

Ephedrlne Sulphate ' 
Halotestin (Fluoxynesjterone) 
Hyderglne % sul)lingual ) 
Lasix (Furosenide) 
L-Dopa 
Maxibolln 

Methyl Testosterone 

(oral or sublingual) • 
Naprosyn 
Nolvadex 
Parabolan 
Potassium (K-Lyte) 
Prlmobolan Acetate 
Prlmobolan 

Prlmobolan (buccal tab)) 
Prinobolan (3 afflpuie bor) . 
Prmobolan '3» -.>^t'5#1W# 
provirn /i*;*.- ■'*^--*'^'' 

SoM iCarito^rai^l 
SoBtenon' ^''.fVr j^J^i^ 

Syjringis-/ v' - ^ 
Tetracycline 



1-1000 



50 mg 

100 ng 

2.5 mg 

7 »g 

1000 ng 
100 mg 
10,000 Units 
0.75 ag 



100 
200 



■g 

«g 



200 ng 
5 mg 



25 

50 
20 
4 

50 

50 

3/8 

10 

0.5 

40 



ng 

ng 
ng 
ng 
ng 
ng 

gram 
ng 
mg 
mg 



500 ng 
2* ng 



30 cc 
lOO'if 
lO's 
lOO's 

1 cc 
lOO's 
30 cc 
20 cc 
30 cc- 
lOO's 
10 cc 
Dose Pak 

2 cc 

IG cc 

10 cc 
lOO's 
10 cc 

2 cc 
30 cc 
6 cc 
10 cc 
50 cc 
lOO's 
lOO's 
lOO's 
lOO's 
lOO's 
lOO's 




$^5.00 
$3.7.00 
SIB. 00 
$35.00 
$19.00 ^ 

$255.00 

$a5.oo 

'$^15. 00 

$40.00 
$a6.oo 

$3L5.00 

$3.0.00 

$0.5.00 

$13.00 
$^7.00 
$28.00 

$2.2.00 

$2;o.oo 

$55.00 
$40.00 

$lto.oo 

$;u2.oo 

$55.00 
$15.00 

$a7.oo 

$^5.00 
$32.00 

$0^4.00 
$60. 00 
$9-2.00 
$^4.00 
$Jl/.00 

$aa.oo 

sib. 00 

$56 . 00 

(^6.00 

$65.00 

$J5«00 

$l7.00 

$a2.oo 
ms.oD 

$^5.00 
$'. .»,00 
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Fage t 



Testosterone ,nn 10 cc $11.00 

(Aqueous Suspension) 100 mg 10 cc ^ 

Testosterone Propionate 100 mg lO^cc ^i-u^ 

Thlomucase (cream) ^ $60.00 

Thiomucase (Injectable) ! ' In ho* ^ sSs 00 

TTilomucase (suppositories) JO box $|5.ou 

Thyroid '2 grans 100 s $14.00 

Triacana (crca«) tube $95.00 

T^<r.ft.rsM. fnr*l> lOO'S $fb.00 



Triacana (oral) 
Trlsoralen 



28's $31.00 



Winstrol V (Stanozol) 50 ng 10 cc $ 50-00 ^ 

Winstrol V (Stanozol) 2 ug lOO's ^itmm^^.^^ 

Winstrcl (brand name) 2 ng 100 's $^6.00 

Wydase 1500 Units 10 cc fj,6.00 

Postage $6.00 

MinlBum Order — $150.00 

Cashiers check or money order. Please! 

NO PERSONAL CHECKS 
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2^0 L-boPA 



?o prIdSce dopamine, which is a .^"bstance necessary or the 
^dy-s ability to secrete growth hormone, when a greatei amount 
:^3%"le"^"aJd^^"n^ln)'^°r^°"cce?erIt^r^I^d -^^t^ ve,. .rop 

«n pounds o£ solid muscle in an eight to ten week P""^:^;,/Jf ' 
ten pounas percent body fat may result . T ■ s is a 

oroduc? that is being used instead of the injectable g.lDwlh 
ho^one, STh! but fortunately, it is available at a f.a<-i:on of 
the cost of that product. 

Reconunended Dosage 

Begin your ten week L-Dopa cycle taking two tablets -ji day 
(separately at mealtime), gradually increasing the f^^ag- .o six 
to eight tablets taken throughout the day. See package /■^^ert. 
If you feel ' nauseous, decrease the dosage slightly un . 1 1 your 
stomach becomes more tolerant. Two ten week cycles pe: yeai 
should pr.^duce the des.iied results. However, it should noted 
th^ these results may <iot be seen immediatley . It m. "kc 
several wee^s after^the first cycle until a substantial i.nn in 
muscle mass is a?F^nV The same is true of STH. Los. • : body 
fat happens right .away. Most importantZy, howeve this 
tremendous gain is a t>ermanent phenomenon. 

Dietary Adjustments 

Because of the incre.-se in muscle growth and fat m^t •-:ism, 
high orotein and caloiie intake is important. Also v ^ -rn^n C 
Should' be taken (4 to 5 g.- ams per day), choline (2 gjams i ;^f;;' 
and Hydeigine (4 tablet', per day). Hydcr.,tnc oUo . 1. K 
by prescription only, but mcy be requesto.l alony with kv. . 
The purpose for adding this to your supplements I'j i; ovuJc- 
protection for the receptors which absorb the L-Dopa. Y. u need 
not avoid B-6 (as mentioned m the pacKage insert) as h.i. is 
only a complica t ioi. if you are being treated for Parki nso-u sm. 
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3 . 0 STKf-'t MOM ^'ACTSl.AND APPLICATIONS 

Use good judgement in introducing drugs never used f^e'^orc. 
Use new , coducts alon'^ for one week, tren wait 10-J'l 'Sy? to 
ascertain that your body can tolerate them. 

Lifters want an increased sttengtK (androgenic) response as 
they go through the cycle. Physique athletes want early s'^rength 
(for size) initially, followed by retention of size, uJonf; with 
the desired definition and vascularity, ^s the Anabolic utCect is 
1 ncreas»?d . 

Notice the blending m and out of the different drugs on the 
peaking routines. Smooth transitions through the spectrum are 
important. Also, the ratio of one product to another and ^the 
principles behind them, are important, not the actual n.ij"3^^r 
pills or cc 's , since different products are of varying 'stro^jf^hs . 
Remember, more is not necessarily better . The ratio of the fade 
in/fado out of the drugs is the crucial part of a succ»^ssf I'l 
c yc 1 e . 

Peakdown is used for smooth transitions back to 'formal 
hormone levels. 

These pro are relatively safe when used i nte 1 lirjent ly . 

Many competit^. have a blood profile test perfonnecl hy a 
physician between cycles. This assures the athlete that ]» is 
safe to start his next cycle. A six week time-olf period .he 
minimtun recommended between cycles. Many people tra:n yta .,»und 
on drugs. Thdt is a p'^rsonal decision. The appropriate -nfts 
are very important. ^' 

Any steroid puts exiira stress on the liver. Alcoho] i •« 1 bo 
a liver stressing drug. It is necessary to use alcoho J ; , ^r^^st 
moderation, if at all during a steroid cycle. 

Injectable products are safer and more efficient L.'.c'n '.,ls. 
However, the best possible gaips are to he made by a o. 'v ot 
both forms of these products. 

It should be understood that the cycles supplied at *' n<1 
of this hjndout are only g uidelines for you »o foUow. ; .n v 

responds a Jittle differenTjv to every drun. 
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3;'. 1 o jtAi.s 

« 

All ^teroiOs have identical properties. They - bo' h 
anabolic (t.s,uc buiJd.n.j) and ^-"''-oenxc 5tr. .,tM ■ 

following are listed nt^rtjng with the most anabo.!^. 
going Jh?ough the spectrum to the most andrognic. 

3.1.1 Haxibolin - The most anabolic on ' ^ ' \ .^..^h 

tTilUi-bUilding and toning. Very mild, littl. ^ "0^^' 
gcin, no bodyweight gain. Works well for some p- . • 

3.1 2 AM.war - Next in line, scoe strength gams (slow^ T\'fJ''^ 
nTuiru growth. The best oral of its type . A qor j base. 
Gain 2-3 pounds ot body weight only. 



1.1. J Prim obolan (buccal tab) - This is the best and mos. 

Powerful of all thF Primobolan tablets. It is o )ct 
tablet designed to dissolve under your tonouo and 
consequently more gets into your system than the ^^OU-ar 
t.:blot^. Dosage is one tablet daily or ha f . rabler 
tw.ce a day (morning and night). Women coulc! ' one 
t^blot every otMf day or hal f d.. i ]y . (SOiugbn <■ : 
JO t jbs per bo t tj o ), 



•}.!.4 Primuty >lan S - This Primobolan Ac^-tate in a ora] 
"i^rm. Vou'll saH- dosages of two <^r mort- tar^i, 
nr.n, half thSt for women. It do'.'S not causo- .i- 
rcdction like the infection. Dosaoes have to ^»• 
•^han the inject - because Ou} drug is 

,i^.-.troyed in the oar.tric tract. Hosaqes range 
tw,, tjblets 'eveiy other day to iwf-. tablets i^e.- ^ 
imj tab'ot.s, 50 ♦ al^lot bottle) 



' r lor 

' .q.her 

: i :ai:y 



W'ovtr.)! - The mn^-r balanced oral 
on 'l 'c' ami 'jUt .iudfogenic . 
•.t)»>st ant i.-J 1 ^x3^iyweulht gams. 



Approx MTiat «» U' 



3.1.7 



) 1 b l)K.naf»ol - rho best oral for peaking, very amJnw,. 
mTilfTwirrght gam, good for explosive strength, 
peak on ln6^^KCf^l),e^n^t^,i^.^^ bodybuilder-.. 

hours . Aqgresaion- aoo3. loT^heC iX^ wDrkouts . You can build 
u^^toie?a^ct^l^^^3%e•ks,.^•^ U*age should be discontinued 



^-10 days 



be foie a meet" wh»ire it may 



3 l.B An adrol - Makes you very aggressive and exp.osi.y. o:.ec 

Ust two weeks by advanced iiUers?, 2-5 per d.-/ aCcorOior^ 
to bodywe ight . 
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3.1.9 Hdlotestin - The most androgenic oral on the m.»rkt.t.^ ^\ 
no* tram on this drug. Use the lar»t 14 da/' ; 
itay . AtKiression, explosivones*-. . 



pt.T 
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3 . 2 IN'JECTADL^S 

J. 2.1 Primobo Ian - The most anabolic. Good for condi t ion i 

Dhase of a lifter ^nd cuttin9 phase of a body'- > Irj^-r. 
'>ong acting; use 1 cc a week. Gives you a hard I ,M<-d 
look. 

3.2.2 Primobo Ian Acetate - This is the most popular and 
effective steroid to use while dieting. It al ^ws > u to 
keep on more muscle while losing fat, than anv < rhur 
steroid. All the Primobolans do this well* hi.t thi- 
AcetJtr? IS preferred by most, including all t*< "Oj) 
bodybuilders. Dosage is one ampule* 20 mg averv \i\*ir 
d.iy . Some people get an allergic reaction ^c> <'i*:l 
nauseous* and/or have a painful, swollen injection. ii ;o 
neither androgenic* nor liver toxic. (Metenolone oj- •id'.*^ 
mj. 20 mg ampule, 3 ampules per box) 

3.2.3 Primobolan Depot - This is a longer acting version oi the 
Acetate; It lasts for about a week or longer. It is more 
cost effective than the Acetate, but doesn't seem to have 
OS much kick. Dosage is about 200 mg per week for men, 
half that for women. No side effects whatsoever for 
either sex. It really is better and more effective than 
the Mexican Priroobolan (which is only availabJe lo the 50 
mg ampule strength) even though it is chemically the same. 
The Germans have much better quality control. Many u«'" 
Acetate for cutting and Depot for gaining. (Mett tk, lone 
depot inj . ZOO mg^ ampule, 5 ampules per box) 

3.2.4 Ai. .;t rof in - Very -Similar to German Depo^ Primobolan: o^eJ 
tor a hard finished It. k. Take 1 cc/wcek. 

^•2.^> rjeca Durabolm - Slow acting (2-3 wc-oks), very 

anabolic and refined* some weight gam; good • -;cc 
toneil,. increases tightness. Some gain in str**noth. 

3.2.6 Kquuxjise - The best injectable of its class. U>ng 

acting; use 1-3 cc/week. Tremendous for enet*. and 
recovery . 



^•2.7 Durabolin 50 f ACtliK^JLl .>mK J , very balanced* 
anabolic S0% '«r«i:^'i5^P?lfc)*'^^ Strength p 



ains « 



3.2.8 Inlactable Wln^tyoVw .f-BlOawiB^ b>8»d. 1 cc 

3 times per we«X., , GotftfJiWtifllit-- end ■8tr«h5th'gain«. 



BEST COPY MMm. 
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i ?.V tyic.'. estryl - i^low actinc: (2-3 weoKs), well Orflan ► 
:^)7.7rx.m.i':eiy liame overall effects as Durabolin 50 
(jtj-.TMon. C.oc* to peakdown on aftor a r ^t-f . 
ipu- flt.id ret»-'nt:on or acne js Oei^o . 

I 

3.2.10 Pdrabo^an - This 1-3 .i very powerful non-. .omat i / ' 
:,i T[ ^.TTiV s'.m^^mJ from Kranr.. . 1 1 -Mows so I 

J.. ...... vn mny athelet< with ou» I h- ' 

s..-i». 'thing like Ai.odrol or Testosterone. :>oGd9e 
' recofnnend'.'fi for women) :s 2 amou'|". 

'Vinljoione in} 76 mg amf/ule, 2 .mpules O'.r '•<>/ J - 



^.2.11 '"'^^.'nstcr one Pro p'pnate - Fast actin? (4 doys 
.'•Mjrr«ge-i ic , weight and strength r;a:n. Corj 
••{.plerrent Depo;, equal parts oC each 



3 im ectable Dianabol - Peaking drug onjy for lif'.*- 

'"J:ck acting, 3 cc/week. Do not take in place - 
l>:.jndbol. iGood for • bodybuTTHers durim; growt' 
Th../ mtjy substitute injectable for oral if desirt- 

3.2.n o T estostero ne - The hest injectable t fC p^a^ • r 

'\ o*.rength an<' t)ody w<? 1^7^^ t gams. Very an-^too- 



A«.'J':q us Tcstosttito rie - Almost purely androgenic. 
?<?: j*'ion. GodW for the last c'c:ys before in.?ot, 
'•'•cMy a powe* > 1 f ter ' s product. 

1.2.15 S ' enon - A mixture of several tjndroqenn. <'.ool' 
irr .rr. nq , very andi ut.L'tuc . Take I cc/wee'' - 

All based in;)2Ct<jbles can be mix-^ n thu i.j'^- 

no in:>r<.- • h^n 3 cc/syr:nn-. Spread i n ■ J a'; I es our • • 

p.jr w#j->^. 'A. nc- mix nil jnd aqucou ;«t'>''i.'> t ; ' 
,yi i •I'j" . 
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^ • 3 NFW JNV?-;CTAMt.K$ 



3.3.1 ru>2 r.lf !oni: - This is the oriyir.jl Kast Ceonon 

yovc-rnrrent issued formula manutactured for atMv* 
It has a four component ch(*mica I st ruct.^.r»' w • 
following nitro'jen retention raiinfj-; 

(Methyltestos teronc has a NRR of lOO/lOO)-. 



Component 1 340/1 S 

Component 2 400/100 

Component 3 150/100 

Component 4 1 910/1920 

I'jtal NRR 2800/213S 



After ten to fourteen days athlete users hjve noticed 
a drastic increase xn muscle recuperation. A two to three 
hour decrease in required daily sleeping oaLterns h<is also 
been reported. Bodyweight seems to stabilize when on d 
compettion diet -r.'d muscle growth is matched only by ^h.> 
effect:, Somatrojin when bulking during the off-soason.' 

An exc llat.^ base for Bolasterone is Equipoisf , jn 
on-based veteritarian steroid. Equipoise olso h,,-. hoc-n 
reported o provide substantial strength increases. 

A good .coibi nation according to users ')o»^h 
Bolasterone anC ^Equipoise is 1 cc per day an^J ' 'On" p.", 
week, respectively. Outstanding mass ga'ns ond ..J -y 
:uts ^re inevitable. < - / 

Finally,, a^hil of refreshing information ,,,V)iif 
Bolasterone: it is non-toxic and does not ^r-n .-•/.-, 
honc^ , no water retentioni 

Administration: 3.L to 7 mg pet day. 

Delivery: 20 gauge syringe ir.tramut ^ular :y . 

pur, it ion: 60 <idy cycle rocomin.»ndcd . 

Tesi'ng: No specific runs, s»,:r,j,u.d Ijvr '».»n. 
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The lollo-.ng two an.-.bollc stecoxds are '"^j""^"^ ' ! 
f^.lv o' the new advonced generation chemicals oriQ. • ■ 

^::;^Lr:an.: ^t co..on ^nowiedoe ^■^ou.^i,,-;: ::, 

^irt «>A-;tGrn block countries le.g. tru, ^viet 
^er^an^r^^ve .or .any V^ors developed -d a 

steroids to ^^^^^P^^i^^^^^'^.^'^bioc^ LlT^^ 

this research has given the ^'^5"^" ^^^^^ ^t, strength m m-c'-ci^ 

advantage over their poors, especiai.y i 

oriented sports. 

3. J. 2 Dvhvdrolone - This pro -ct is °e^^9 ^^^^^^ 'J^^""-' , . 
■ 1 — cTTro.: -is a mulor br** jkthrougn tor 
;^i:rti£ters ". potential strength gaxns sur • >.s .ny 
anl^li'c steroiTavailable in the free-.worl.: •-'loy. 

tor>let daily, thereby minimizing this side effect. 

The NRR of Dyhydrolone is tl.c highest aval' 1- of 
anabolic steroid designed for powel if lers. 



anv 



Component 1 

Com^nent 2 ^200/300 

Com^nent 3 1000/1000 

Component 4 500/2U 

NRR?.' 770O/l«jn 



Total 



Administration:. 20 mg per day. 

De'»very: ' 2 i -j^uge sy r mge i nr ramuscu lar ly - 

Dur.ition: week cycle: a minirnun 4 wecK 

S^-raoe:^' ' Refrigerate 36-46 .Ic-grocs Fahrent-, 
Tecttng: aM--25, Chem . Prof.J^ -^vcry cy-'-- 

, 3 ) Oym.Hhvzine - This product is tho nost o.i« -tan.M r 
STTJ- bbl ' ic st eroid ever benefited by boOybu : .cJc. . 
th!^ only chemical so high in NRP lh.it .t .u tn,! 
th.' RNA/DNA pred»' te rm i ned musc I" f t^''i ? 
hyperplasia inducing agent): 



Total •(n»R5^^^;^^.>7«0/l*«^ ' 

Conservative oxpeced results from Dynethyz 
,\ • -'o to three week cycle »jro IS pound? of so!' 
*, :o';c*» g.iins. No additional lat or water ret'-"^.' . 
a«.c jrulate ( fVrn" t hy z i ne does not aronati^o). 
irtf-^tic r-duction in previously existing body fo' - 
nu'iCL'd. It IS so potent and effective a cher.ical 
equivalent in growth hormone release to taking t.-<) 
Somatropm daily. 

^dn 1 n ^ <;t r.i t son : 16 mg per day. 

\)\. \ ,\iMi ;• 22 gauge intramuscularly. 

Dur,<ii'>n: 2-3 week cycle; minimum 2 w^fk o!J- 

'l''!!,!';-?: Refrigerate 36-46 degreer Fdhr»*nh';> 

;.. • in^:. ' SMA-25, Chem Profile every two cyr " 
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4 . 0 y jrCSLLANEOUS P RO >UCTS 
, - . 1 STIMULATORS ' 

•1.1. I Adre- I:n - The veil thing. Very poL- nt and short 1 . 

Use i J to 1 cc only and only for trie deadlift. 
only. aspirate syrm^e before injecion. Use 20 n '♦-•s 

befc- the deadli f t . 

4.1.2 ^ph.' • :jie_su lphatp - -nt ihistiraine th.-t has .a ^timu! • 
Good for s.i'fii ting or contest. 

"^•'•^ TllXS,.. ' Metabolic stimulant, burns ^ ibcutaneous 
f I rs c 

4.1.4 Huma n .'horionic Gonadotropin {HCG) - For people w;th 

_ w eiQ- • problems, use for the last 4-D weeks; ' r i 
time? ..eeT, 10,7ro"0 units, bodybuilders use same do<aa 
curti-: and vascularity. Continued use aftjer o co-'-st 
help- Dody return to nonnal hormone levels. Jy^s^a . fo^ 
HCC \j.iscontinuat:on of steroids, m order to r - : nQ 

tho i back to normal hormone levels, s.hould be 1-2 -'g 
ever: iher day for 2-1 weeks, i 
■ 't 

' - I 

%• • » 

4 . 2 ANn-INFLAMATORY P RODUCTS 

V : 

;.2.1 Napr<" > ji - The bes,t. i.>r training. As with all 

anti- i'ldmatory prbcJuc t-s, they'only ho:p bones, 30:,",, 
Jp.d • -idons. ^ Itli is an aspirin defiv.itive; verv - -e: 
take , 3-4 times' pet day after meoLs. 

^'-'^ t>^c3<l ; - For . c.cut€ p<-»in during heavv training onJ. . 
Folio- :(/SdQe on p^cKjoe exactly . 

:..'.) li'if^-:r' ±n - Ve'rylqor-ct for inflamed nu . :r>s , 

injur Speeds up the healing process Take one, A 

timo", vr day after nedls. Don't u-,c lot more th.in ve 

days . I 
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4.3 DIURETICS 



I 



4 3 I A'dacta r The best for making weig^j wi thout '^'^ 

fr;^^ Slow, acting (10 hours) and ' not ve ry po U.nt , 
Potassium sparing, mean3 less- cramping. Take J-^ t*Dit-. 
pt-r day. 



4.3.2 



4.4.2 



4.4.3 



4.4.4 



4.4.5 



4.4.6 



L^six - Very potent; weight and strength loss plvj': 
^^ble cramping. Use only in emergencies. Oui k actmo 
(4 hours)/ 1-2 tablets. , 



I 



I 



I 



4 . 4 OTHKR 



' ' • i 

4.4 I ^nma - Musqle relaxant that works on skeletal m.j.',.' 1 '/ - 

CoTJ for pulled muscles, strains, and <i"'^PS ' .-^^'^ ^"/^ ^^.^ 
allows the .muscle to relax during slee^ whil- ^hcy are 
being repair^id . . , Also goo<? for troublebl sleep. 
tablets atj bpdtipo. • i ' ' i |!!!, 

Potassium '4 For Lking height/ cramps^;]] add calci.:n and 
noqnes'ium ,j alsoj.] I , ' ' 

Te tracycline Best broad spectrum anJiUotic f^^f »-'roid 
related acne. Xs not .protein catabblic, so ci not 
effect trainj^g. Take one, 2 times day Tor 1 wouk, 
then I at bedtijTjt thereafter. These ip|5truction: . 
th.; 500 mg, UabJets, i? you have tht- 250 tab), 
double the Ifiunfber ' of tablets takefi, , m th* 
instructiohsl * /^void taking an hour be,fore or att 
products oil antacid'? 

1 . i' 

W yda3' > - A'|drug*(|ispersant. In jec t ab la !jC)nly , it i 
with MCG or I STH (equal parts). Upe<J alon.- 
nothing. but in conjunction with the above, it .1 
products to be absorbed more readily. fj 



th.-n 



the 



,1 il. 



Nolvadex A(|UjStrogen prohibitor. Dec 
estrogen to minimize ' femininej 
Non-steroidal,]. Take 1-4 per day. 

\ 

Provirrr ? 
product ioi^^ 
tom« ••lMU'~ 



::eases your umiy' i 
■ , charac l- \r^\ . 




l«t^0«l'Also has 
j«tlon'. Take 1-2 
ifimfUth^', tven I ng . 
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4.4. 



4.4.10 



4.4.11 



atropin' (STH) 
•feet. Not 
J , Ider ot 



1; 'I p 
Totally unlike steroids m actioii and 

fcr peaking, it is a slow, steady :<jundation 
^peiujnent muscle.^t^issue . Promotes fat loss, 
Jbcle" ga'i'n' IccJrrcTJrfenjtly . .Quick ijcting, 1 cc 3 
..nies/weekl jAJways tbtate- ; injection} j site; D&ep I.H. 
ft is_ .e5^'aAi>L~AS important _as trjaining; greatly 
— icaldries*"" a'nd" vTtam'ins^for 12-14 weeks. 



icrease .cal9rie«; and ^Ttamins tor 12-14 weeks. Always 
^ ^6- -STH^ 'i conjunction ijt h ^steroibs; synergistic 
ually takes several weekF'to gVt 'total results. 70% oi 
)ur full potential will be reached injthe first cycle, 

il J . '11 ill 



4 .4.8 



4.4.9 



' iborolan (" Sun tan pills. 
-'I'r. Tan twice as fast, 
'.•,-rt for." dosage. 



Potentiate 'the sun's tanning 
Follow directions o(» 'p<jckjge 



I' 



I ' vo-dopa (L~Dopa ) - An amino 'acid which', stimulates the 
Fi'din to produce dopamine, a substance necessary for the 

dy to y produce : growth hormone • '|| Using L-Dopa in 
V snbmation' with Testcisterone and an aqat^lic agent like 

ca-Durabijl]ip'r ('can provide' i'exc itin^lij permanent gains. 
»• quires a|'jigh cal6rJe, high protein 4i4p; . extra vitamin 
(. . and Hyd^ine tabldts' (2/da^*) . The faydergine serves to 
p.otect t^jij 'growth- hormone ireceptorsn] and should be 
r.-quested jnith the,, L-Dopa • (f^'Begin yiqur 10 week L-Dopa 
cycle taking 2] tablets per day,,' gradualov | increasing the 
d>soge to , 6f;|8 I |tablets taken throughblit the day, Not a 
•^i-vroid; stijilulates |the natural growth nomvone present m 
r> th men ancf women. ' ' ' • 

!h • I '■ : ' 

b-12 and B-Complex - The B vitaniins (wl^ich are so 
important )jilf^ finj^'ctable form.j! Good fcir,[ energy , recovery 
ssing appet ' — * " " 



c^nd increa 



appetite L Takeil cc, 3];dimes per week. 

HI ij. ■ ' - :.!•• H' 



i s ic lene -JIThis ItaJJian Steroid was very! popular in the 
ir.id seventipslj, but; had. l^ec me" un^va^ilable for a ft 
EsiC|i^n|] haSj^thb re^jtation oi?jj^j! 

1) making you look very defined ana, vascu lar . 

2) mai'ing the specific muscle ared ,thit you inject 



few 




The Injtct 
with JiO'iitQ 
will 1-ndMu ^, 
sc^roi'd'i^jmX 
«re«.M»kH^5L- _ 

two ^fkB^^^iSicd.^ 

calves, bie«ps, rear C^ltn, mtc 



im-Min^rfi mo Bsiclene 
-^lt>Ma|r because the 
tjlm and lymph in the 
-._„-.^.^.-(Cf«n u««(S the last 
JlrViUU^^^^ areas such as 

Rveryone who has used 



ERIC 



BEST copy AVAlLAfitt 



SB 



.4.4.12 



this drug swfaps 'that it works! it is.jWater based and 
shOL-d be injected with an insu;iin or jjvitamin needle 
25 or' 2^ gauge/ one-half; inch) . j Dosage can only 
fix two bodij, 'parts at once. Some J/bry noteworthy 
nati-^nal caliber 'physiques use Esiclene forj contest prep. 
(Fonebolone ijnj'- i mg ampules ^ 6 ampuleSj^per box). 



ThiOnucase - Tfyl \ .L Jij injectable which }:l|free2e dried, 
(you reconstitve It before the inj^ection v,ith the solvent 
supplied). Thiimucase is a spr^eading agent enxyme that 
was •riginallyl developed to diffuse the Injection from 
the mjectionii site, . so drugs would tak^ 'effect quicker 
than usual. lit ijlso allpws' water to escape from fat 
cells . Fat :kjaJaHy holds about 15% <)£|| its ^we igh t .xn 
water, out excess estrogen, such as some||.|$ter<Jids turn 
mro, can make, fat cells hold more, women usualy have 
more -^ater than mem 'in their fat,., cells. J Vou can use 
Thionucase injection in three ways: 

.;.hl; . , ! ,|, 

teroid / even 
into vuur 



i) you can{(||ix it with any in|jectabl^ 
oil base'd druijs so that they willjgeL 
system qiick^ly. Z i ij 

'i ' i I • 

>) you can ilnject it with an^ i nsuli n hneedle' in 
amounts jilnto, fatty areas you wantjtB reduce. 
• I I II 

3) you can mix the freeze dried powder with a smill 
amount:! of DHSO the cons,istency of a very 



1 1 ny 



and ruitey. pa tt;, then 
proble»'git arejas. 



rujt) 



this mixture onto 



hin 
the 



s 1 ightly 



pa I nf ul 1 . 



The rat injection method is 

Thi.vi case and ' DMSO is very effective-, (DMSO is an 
exc .- . 3 n t solxen t ) . You shou Id bv usi ng abo u t t wo 
aropu.^s a day |for about a week to ten days befoie the 
conic , c. (inj. .,|lO .ampules per box) ,| 



i 



4.4. n Thi.v case Cream ; - This is a tube of rhiomUcas** »i:;bo3vt?^i 
MPr'r.-.n aldehyde, -jwhich is a good/ safe* fairly oOui ios 
sol». « t that . h»^! the, effect of .dropping ithe Thiomi:cdse 
thiou;h the skinrjand into the fatjcells. DMSO would be a 
bettc solventr 'but that hope' bruw is inconvenient, 
mess-., and, well'J «om« people don; r like ^the taste of 
DMSo'. Apply , tht c r<a».J;i^ce m djty to the problem 

ihoii^l^jp 
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4.4.14 



the .easiest 



Thiomucase* Si^ppositorles 7^i& is 
rhiomuce 

Most people I take two per day, one be^tire bed and one in 



take Thiomucajse and for.50fte ,^ieason isPpretty 



5t: 



way to 
effective. 



the morning,, jfor about five days beforiRa contest. This 
IS used along with the cream and the ipjection. (10 per 
box) • P . • , 'V ! 

i ! r 

is a very safe, and popular thyriod type 



4.4.15 Tr lacana - Th i 



4.4.16 



drug. It .is Ihut exactly a thjlroid an<J'' is supposed to 
work mostly Ij and direct-.y on fat metabolism without 
disturbing mupcXemass, body tempecadiire , heart rate, 
etc. Triacana is_ very*, popular"' with European 
bodybuilders. There * are many wonden stories about 
hardening , up ,with its use^. It caf^lpe used up to two 
months before a'/:ontest, bu' most use i'if! the J:ast tKreo 
weeks. Dosage £9 at least fo»jr a day,lyith an average of 
6-12 tabs per,' day (for men),'^; It ac^ts somewhat like 
Cytomel, buW. , does, not ha^e t'he bad !side effects. ( 1 OO 
tabs per boxW.' 



Tr icana Cream ' - This should be' used iri [addition to the 
t .olets. It IS iipplied to the. problen\ breas (fat), and 
will sink I thrpugh the skin^. acting disfectly on the fat 
cells. This is a very clever Iproduct ,'f j.flnd may be the 
colution ,(a jtng, with Thiomjcase ) toj .spot reduction, 
especially J f 6): women bodybuilders. ''M 



ERLC 



C5 



60 



STar«> a:X) silt 



Anoxic SUroida i 



I '"r '^Ttvft mn »yftth«tlc dirivttivct of ttatosttrant, 
«id w* uMd prImriXy ror Uttir proUin-anaooUc as 
mXX si cmtaboUe-inrablting ■fftcts upon tissue. Thty 
■otic bast whmn caloric and proUin intaK« is sufridsnt. 
By iigroving tht nitrogtn telanca. ttmy spttd up and 
"trhwicm* tho iw tela -building ifricts or weijhutrairw 
ing iMrciais* but an ml» uaaful adjuncts^ during 
parioda or axtrm caloric and/of protain dittary 
rast^iction, serving tb Maintain existing iuscls mass. 

The desirable "anabolic- tfftcts havt not been 
cuflpletaly dissociated froa sevtral undesirable **arv. 
droganic** effects, which nay includt any of the fol- 
XcMingi 1) elevated scru« cholesterol levels 1) Inhi- 
bition of testicular function 3) oUscscerml; A) gyre^ 
csaastia 5) chyigas in Ubido 6) son^trooic inhibi- 
tion 7) edeaa 8) cardio- vascular disease 9) hypertsn. 
sion 10) renal difficulties 11) '.tirsutiso 12) acne 
13) aale pattern baldness. 

In addition, the pxesenca of an elpnz dwyl group 
at the C-17 carbon of aany steroids csn czuse at.^r 
probleas, naaalyt 1) hepatocellular neoolcsos 2) pe* 
%' liosis hepatis 3) cholestasis A) jsjnaics. 



Generic Lsbel i melrnan^Ttistenolona. 

Trade Label i 1. O*a-iaool (discontinued) 

Ham Suoolied i 2.5 end S ag tablets, totties of IOC 
wyS 500 

25 «g/al injectable, 10 cc vials 

Clinical Cosaoe t * ag daily 

196* List Price i Sfl.Uu ^100 (5 ag generic) 

Cjaaants i Casily the aost popular oral steroid; good 
'T^^lL^^iiJ9T bulldng and strangth-buiW^9J fairly 
JatMMmmmm H^uli 1 1 i ■ iiUiw>,lono.>laati^. 



^ Wi|o(.6W htKJeS Wifj PtAt^ AM^W A*r 
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STRENGTH /WO SttC . ■ 



Tradi labtX f 1. Vwar t 

How SuooXiad t 2.S mq tabUts, bottlaa of 100 

Clinical Oow i 10 - 20 daUy 
196A List Prica t 517.00 • 100 

Comment s? OfTJs riot aro««tiz«# vf ry. safa oral; Ion * ^ 
a/<5r09trtlcity# good for maintaining ouscle 
mass whils diating; fast*acting« 



Generic Label i oxy«thelone 

Trade Label x 1. Anadrol 
2. Adroyd 

How Suooliad t SO tablets, bottles of 100 (Anadrol) 

2.5, 5, and 10 mg tablets^ bottlos of 
100 (Adr^d} 

Clinical Oogact i 5 « 15 jig daily (Adroyd) 

1-5 fsAg bodytut, daily (Anadrol) 

1964 List Prict i $55.00 • 100 (Anadrol - dealer) 

Cowffgnts t pfrhana \Y^ CTodtst til ocalSj with 

hi ^st jncidanci or clinical heTatlc~daig 
age > a^lll vyy popular for strength and 
'bulkjCi Q effectai vary raoid action, used _ 
for p eaking in cowbative sports during 
tlsCA • b wa^Kl. 



Generic tabelt stanozolol 
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II «25 «g/«l ioJectablB, 10 cc'*'viols 

Clinical Doaage t 6 mq daily (winstrol) 

2 cc/wk (StrofBba) 
196A List Price t $11.00 9 100 

$30.00 O 10 cc^Strombc Cooler) 

Comrtfinfs: Wildly androgenic, fairly an-^oolic oral: 
used by some to retain muscle mass while 
dieting; does not aro-iotire, very fast- 
acting. 



Generic Label ; ethylestrcnol 

Trade Label t 1. Waxibolin 

2. Orabolin 

3. Ourabolin 

Hem Supplied ; 2 mg tablets, bottles of iCO 
Clinical Dosage t 4 - 6 mg daily 
198A List Price s $13.00 O 100 

Cowwunts i C-17 carbon not alkylated, hence safest 

oral steroid for lirer; very low androg/nic- 
ity, used primarily for cutting excess 
water by bodybuilders; very fast-acting. 



Generic Label t methand. iol dipropionate 
Trade Label t 1. Therabolin 

Hoti Supplitd t 50 Ag/ml injectable, 'C rr vials 
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STREfGTH *N0 Size 



li I 

CoAwentst Popular injtctablt uitd for cuttlng-up «nd 
MiintalniriQ autclt «tf i whlla dlatlng; vary 
loM androgenlcity, vary' fut-actlng. 



Generic Label ; nandrolona dtcanoata 

Trage Label ; 1 . Oec3»durabolin 
2. Nan^rolate 

How Suoolied ; 50 znd 100 mg/ml injectable, 2 cc vials 

200 mg/ml injectable, 1 cc vials 

Clinical Oosage ; 100 mg every 3 - A weeks 

198A List Prica i $3.40 0 2 cc (100 nq/ml gereric) 

Com/tonta ; Long-lasting, highly refined steroid; good 
for strength-building as well as peaking 
cycles for bodybuilding; very low andro- 
genicity makes t^ii drug popular among the 
safety-minded. • 



Generic Label ; nandrolon^ phenylpropionats 

Trade Label ; 1. Ourabolin 

2. Nautrostaron 

How Su3plied ; 25 mg/ml injactabla. t or 5 cc vials 

50 mg/ml injectabla, 2 cc vials 

Clinical Oosagc : 25 - 50 mg/iak 

19BA List Prlca : $1.60 • 2 cc (50 mg/ml generic) 

Comflgnts ; Anothc good injectable; long-lasting, 
much the same effect as Oeca-durabolin 
or fflethandriol* 



ERJC Cij 
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STRENGTH MiO SIZE 

gtngfic Label t lAthanolont 

Tradt' Libal t 1, Prijnobolan 

How Suppliid i 50 ffg/«tX injectable, 1 cc vials 

Clinical Oosaoe t 50 mg/wk 

1964 Liat Prlce i $5*00 0 1 cc (dealer) 

« 

Coffwenta t Popular drug fcow Germany; very fast-acting; 
siiOilar in action to Oeca-dura&olan* 



Caneric label ; methenolone acetate 
Trada label ; 1. Primobolan Acetate 
How 5uoplied » n/a 
Clinical Obsage ; n/a 
1964 list Price ; n/a 

Coffwents ; Numoer one injectable used for peaking phases 
or bodybuilding; lowest androgenicity of 
nost steroids; obtained in Europe or Mexico. 



Generic label ; dromastanolone propionate 
Trada label ? 1, Orolban 

Haw 5uop lied : 50 irg/ml injectable, 10 cc vials 
Clinical Cosaqe i 100 mg 3 times/wk 
1964 list Prica t n/a 

Commentat SonsMhat androgenic^ but superior in rrcst 

aapactt to the best testosterone injectable; 
jji'Tt^J^^yj^Sy^^^^ and strength- building. 
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STftCNGTH AND StZt ll^'-^W^W^^"^ 'J/'' 




Androotnsi ' 

rtw androgens tn also 'dtriiraUvct of •ndogcnous 
t«stotUrontt and likB tha anabolic ttarolda* alao 

exhibit proUln^MbaXie aa aaXl as eatatnllc-inh.ibi- 
tiog tf facts. Unlika anabolic staroidaf hcwavar* tha 
androgtns ara conaidarably aora androganlCf having 
bean s/nthasizad pri..jrily Tot tfm purposa of clini«* 
cal homona-raplpcsaant tharspy* VhiXa offsring psr^ 
haps a fflOR cost^sffsctiva taans with aihich to srw 
hance auscls groMth^ androgans ara lass dsslrabla 
due to their axtrsM androgsnicity. Associated side- ^ 
effects are similar to those a' anabolic steroids. 



Generic Label i tsstostarona cypionate 

Trade label i 1. Oepo-tastostarone 
2. Vigorax 

How Supplied ! 50> 100/ and 200 mg/nl injectable » 
10 cc vials 

Clinical Oosaoe t 1 - 2 cc every 2 weeks (200 mg/ml) 

198A list Prics i $5.00 9 10 cc (200 «g/ml generic) 

Comncntst Popular^ but vary androgenic injectable; 

least r/tsirabla of testostsrones fron an- 
droganvc standpoint; good for bulking and 
strength* building. 



Generic label ! testosterone enanthate 

Trade label ! 1. OalatastryX 
' 2. Andropository 

How Supplied ! 200 ag/ml injectable t 10 cc vials 

19C4 list Prica i i\;Xfi!k:AZ:'^Xv0^ y - 

Comncntsi Itsa Vldroga 

.v^actirt^;'igJ^fe^ 
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• V ..vX'- ; ' ' STRENGTH AW SIZE 

• ' --f^'-^- •4^^<v * • • 

CtntriC'tabtX t Uttotttront propionate 
Tradi Iwtml t 1. Parandrtn 

How SuooXiad i SO ^ 100 mg/ml injectable, 10 cc vials 

5 flig subliosual tablets, bottles or 100 

ClinicaX Ootgqe i 50 mg Uiice/«k (ii^ectsole^ 

19S4 tilt Frice t $10.00 0 Vo cc (100 mg/ml - dealer) 

Coiftwenta t Best testosterone preparation; relatively 
low androgenicity; very fast-actinfi; good 
strength and bulkir^ drug. 



Generic Label i testosterone, aqueous 
Trade Label !' n/a 

How Supplied : 25, 50, and 100 mg/ml iojectsble, 10 
cc vials 

1964 List Price ; S3. 20 • 10 cc (100 nc/ml generic) 

CoMmnttt Tastett-acting testosterone; very difF;.cult 
to maintain constant serum levels; extx-emely 
potent androgen^ used by Aany Just prior 
to contest to enhance aggression; must be 
administered every 66 hours under close su* 
pervision. 



StncrifcT Label ! methyl- testosterone 

Trade Label t 1. Wetandren 

^ 2* Neo*Hombreol 

3* Oreton Diethyl 
4. Vigorex Capsules 
.5* Android 
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' 3 .11 * 
CUnical OAtm t .10 r *0"a9;d»Uy^fjrr^-::*" ' 

19S4 List Prict i SliBS'i 100 onO/iMblinQusl '(fl«n«ric) 

Coiiwnti t Oral tabs «r« tMiM w poUnt m sublinguals; 

similar in action to -taatostarona propionata, 
but auch «oiv i ndroganio jaundica aay result 
aith savara abuwa. 



Generic Labcl i fluoxyfiestansne 

Trade Label » 1. HaloUstin 
2. Android F 
3« Ora-tastryl 
4. Vitandran 

Houf Supplied ; 2.5» 5* and 10 mg tablets, bottles of 100 

Clinical Oosaoe i 10 mg daily 

198^ List Price t $56,00 • 100 (10 tablets) 

Coffweots ! Considerably mdre potent than inethyl-testos- 
teronc; fairX^ anabolic* with sar^ andro- 
genicity as most testosterones; very toxic 
to liver. ' \ •* 



Generic Label i boldenqpc undecylenata 
Trade Lebel t 1. Cqylpoisa 

Horn Supolisd t 50 «g/al irfJsctabU* 10 cc vials 

Clinical Oosage i ry'a 

19PA List Pricet $15.00 • 10 cc 



Convnentst Veterinary drug} siallar in activity to 
tcstcstarone cypionata. 
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STROC7H af.O SUE 



..Trrrrr^^ — — ^ 

' ewi elicit Mcondary horflon«l rslaw within th« go- 
nads ^ Mx*organs of hjitvia. Accordingly, chorionic 
- gonadatropin, Mhich is productd in ttm placenta, can 
itiflulmto tho tostss to prodbca icstostcrons in m«lcs. 
This is Minly due to the structural similzrilics 
bitwssn chorionic gookdotropin and lotsiniring hor* 
«ono* 

- Athlrtts using this drug ofcn take it in com- 
bination Hith ansbolXc steroids and androgens in ord'*r 
to cOAbat dysfunction of the gonads* Hsmever, use of 
chorionic gonadotropin Mill shut down the natural 
luteinizing horMone output in ones body Additional 
sido-sffscts «ay include 1} edema 2] vascular inflam* 
nation 3) elevated levels of estradiol and progesterone 
in stale ustrs* 



Ganerlc Label : chorionic ^onzdotropin 

Trade Label i 1, A.P.L. 

2. Profasi H.P. 

How Suoolied i SOOO, lOOOOi and 20000 units dry chori- 
onic gonadotropic powder pl-js 13 al sts- 
rile diluent wipul « 

Clinical Dosage I SCO - lOOO units 3 ti»es/wk for 3 
weeks » then 2 tintes/wk for 3 *ceks 

19gA List Price i S8.00 9 100C0 units 

Comwente i Popularly used when coining off rxgular Crug 
cycles in order to pronote "retound" effect 
with plaswa testosterone levels; will not 
counteract oligosperAia; used cy some to 
MP ''natural" testosterone levels with<3ut 
concoMitant use of other drugs, especially 
prior to drug-tested competition. 
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STRtNCTH ftWO SIZE 



Sonatotrople 



Horwfti j rl^.V' z.}^. . i 



flutnca tti« rmtat of ^roMth* Uta of thaao autatancaa 
by athXttas of tan raaulta in thldcanad cartilaga and 
bona davalopfvnf. of tint Jolnta» dUa to production of 
a substanca caliad ao«uitOfladin» In addition^ sonato* 
mdin is responsible for eollagan formation in tha 
skin« and rasulta in a coaraanadf thickanad taxture 
to the apidarais; Tha aora daairablo affacts of so- 
matotropic homonaa mra incra^sad protain-synthesis;* 
as me XI as incraaaad fatty ac^d inobill^ation for en- 
ergy usag«« Ha«avar« this fatty acid ralaasa into thr 
bloodstrcM can ovarload tha pmncraas with excessive 
amunts of unusad gXucoaa and Indirectly causa hyper- 
insulinism. Oorcovar^ this condition -^an eventually 
lead to a diabataganic stata« 

Although so(w controversy stiXX exists as to the 
true efficacy of so«atotropic hormones for er9ogenic 
purposes (since it is rarely used «ithout concomitant 
steroid ergogens}# this substance is gaining widespread 
popularity. Short supply of this pituitary hormone 
(which is taken fro* human, cadavsra) makes it quite 
expensive > and raisas a unique mor*l dilemma as to 
whether the questionable ergogenic needs of othenuise 
healthy athletes should Take precedence ever the in- 
tended clinical applicatijifis for patients deficient 
in this rare substance.* 



Generic Labelt sometropln , 



Trade Lata i t 1 • AseXXacrin . 

2« Crascorman 

How Supolied t. 2 and 10 unit vials* to 'je reconstituted 
■ith S liX bacUriostatic water vial (AseX- 
Xacrin) 

4 unit/vimX with 2 mX NaCX ampul (Crescorman) 
Clinical Oosaqe t 1 uni^ 3 - 4. ixw/nK 



19C4 List 

■ <M 



10 
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sracxTH ano size 

^'m t - ^SSSSIS}- '^^Q^ly snabollc; gains r«pid# but not per- 
CV^*:^-- ^ ^. . ••ninti proftibitivt coit still makes this 

- ' • quMtionablt value when compared to other 
cteroidSf although STH may be a safer alter- 
native (?). 



Anti-Parkinsonians ; ^ • 

. Anti-Parkinsonlens are drugs whicri are used to 
coobat Parkinson* s disease, a disorder involving 
catecholamine neurotransmitters. T)}e anti-Parkmsomans 
listed in this guidebook include Lhe rolloumg: 1) Laro- 
dwps> 2) Sinenetf 3) Carbidopa-Levodopa, a) Levoccpa, 
5) Parlodel. 

These synthetic preparations all possess dope- 
ninergic properties* oeaning that they help elevate 
the body's natural supply of dopamine, an iqportant 
ncuro* transmitter* The anti-Parkinsonlans also are 
believed to indirectly stimulate release of the na. 
tural pituitary growth hormone, and it is for tnis 
reason that many athletes subscribe to their use. 

Some of the mare common side-effects associated 
»ith the usage -f dopaminergic st^oulants include 
nausea and disruption of CNS activity. Dosage rrxsdifi- 
cation may alleviate these problems, as may indivi> 
<^al drug tolerance over a peiod o/ tire. 



Generic Label t propanoic acid monohydrate 

Trade Label : 1. Sinerat 

2* Carbidopa-Levodopa 

Mow Supplied > taolets with 1:6 rawio of corDidopa to 
levodopa (25 pg / 100 mg) 

tablets with 1:10 ratio (2S mg / 250 mg 
and 10 mg / 100 mg) 

iMif^^^ 3.timas/day initially, 

^X' -Il-Vrf? .i' - Jnfin increaaed every other day until 

^ 




o 76 



71 



STRCWGTH MO SIZE 



196ft Lilt Priot i ' 120.00 rtOO'.fmftOMAn«t) 

Co«w»ntn Not to W tMn' concurriAtly mith Lsrodops 
(M8)t 06 dD«8 not offoet SinoMt dua to 
pnmncB of esfbidopoy Im incidinc* of 
nuoMo ^ ■alftlM «iUi this drug* although 
still high incidinco of CMS (ctntrml nsr- 
V0U8 oystta) dlsturboncost popularly usad 
Mith concoaitant ataroid argogana. 



Generic Label i dihydroxyphanyl alanine 

Tr^de Label » 1. Larodopa 

2. Levodopa (L-Ospa) 

Horn Suooliedt 100 ffg* 250 ng* or SOO mg tablets of 
100 or 500 par bottla 

Clinical Oosagc i 500 - 1000 «g daily up to 8000 ng 
daily 

198A L'^t Price t $20.00 •',100 (£00 mq dealer) 

Comncntst 86 in doaes of 1J • 2S ag daily will neutra- 
lira action} ■ aoaraxiat fatigua, malaise, 
and CfG disturbances cooMson with this drug; 
actions alJdlv to SlnaMit. 



Generic Labal t broaocripti:« muylMta 
Trade Label » i. Parlodil • 

HoM Supplied t '2.5f 5 ag tablets of 30 or 100 per bottla 

Clinical Oosega i 5 mg dmUy» incraased by 2.5 «g kvary 
26 days 

1964 List Prica t $33.50 • 30 tablaU (5 mg) 
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ytS^SS^^fm^.^vian m tlinjLealXx 9i>0loy6 to rci^ce 
' t :'poXyttS0sU# polyurls, and dthydrstion. Lyprcssin, 
tlw OAljr •ntl.tfluntic lisUd in tMs guidebook, is 

tynthttic polyptptidt honion* prvpvstion that 
also bttrs tiallar actions to that of arginine-O- 
vaaqpratain, tha anti-diuratic honKsna of tr« pos- 
tcrior pituitary gland. Crgoganic^af facts include 
gravth-horaona ralaaaa-^ wall as'increased coordi- 
nation and concantrationr'OHOtsirabla effects mzy iru 
duda occaaional headaches, intestinal craix>ing, and 
angina pectoris for susceptible indivi'jupls. 



Genaric Label ; 1 /press in 
Trada Lab ali 1. Oiapid 

How Supplied i 50 posterior pituitary units m 8 ctI 
spray bottle 

Clinical Oosaoe : 1 spray (2 units) 6 times dcily in 
each nostril 

•J 1984 List PMce : n/a 

CoflMsntsi Action lasts 3-6 tnurs. 



Anti-Mista«ir^s i 

Histamines arc substances wtMcn ar^ often released 
by onas body in respon,:* to cartair, stressor^ (e.g. 
allargana)» and can hsva certain negative el^fects upon 
body tiasuas in axcassiva wnounts (e.g. rhinitus, or 
tunny nosa, ate). Accordingly, anti-histamines are 
thosa diugs «r\ich help to block the effects of exces- 
Siva hista«ina ral'aase and which also help to indirectly 
allaviata aoaa of tha coiplications es well. 




^ ^ particular, Periactin, is 
*«^l«/car.taln ♦rgogcnic properties. 
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Cxptrifltntt hM ih«e*#«riieUlWi^^ftU«iIaU 

•utcl* groHth, unfoet4^h«Uly#, of thi.«idi»tf ftctt 
of t?iJL9 dnig indUidt tstrM ifraitlnostf in high 
doflagos. Um of this tubstmot roaaint liftittd* 



Generic L«b>l > cyprchcptsdin* hydrochloride 

Trade Label ; 1. Periactin • " 

How Swoolled t 4 log tablstS/ bottles of 100- 

Clinical Oosaqe t 4 • 20 019 daily 

196* List Prico $2.A0 a 100 (generic) 

Cowfflents : Very popular dOring *he 1960's before 
steroid use became very widespread* 



Anti-Neoolasticss 



These drugs are usid to cosbat cancer* particu- 
larly carcinoma of ths 'bi;^t* They exhibit anti-estro- 
cenic effects due to thair ability to conpete for 
binoing sites in target (i'sua (breast), and it is 
this special property «hich'ia' of particular interest 
to lifters* ONiog to ths body's tandsncy to aromatize 
certain steroid and androgen praparationSf testosterone 
is converted to estrogen* -This aroaatiz: tion of testos- 
terone leads to savaral unHantad'eid«*effects« one 
of »Aich is gynecoAsstist^ijr the developMnt of breast- 
like tissue* Also« s rapid drop in teetostarone levels 
following aroAatization pracedas a considerable loss 
of strength and size. 

For thoss sthXetes aiho wish to ainiaiize these 
side-ef fccts» the ooncoaitant use of an anti-neoplastic 
bearing anti-estragenic propertiee ie usually advised 
by Many drug ''experts*** Vhile thsra art no known contra- 
indicstions to use of these. dmga# .jbhair tfsa aay elicit 



,.thi following Brf*^i^4fi^)e;fm9J ^ 
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•,-.> Ctntric wbtX t thwoir* fan citratt 

Hot 5MppIi»tf t 10 teblttt, bottlts cf i: znc 2£G 
Clinical Oottot t 20 • AO mg daily 
^964 Litt Prict t S*6.00 • 60 

Cowwntt t Mill not rtiaovt gyntcomast.c: zrl/ ccmpiete 
. - dn/g absttntlon 'of^aedicsl i»ner,'jnticn 
will htlp serious cases. 



Gcntric Labal ; testolactone 

Tradt Label : 1. Teslac 

Hew Suooliad ! 50 or 250 «g tablets, tc:* 

Clinical Dosaoe t 250 mg dally 

1934 List Price ; n/a 

Cowflwntst Similar ir action to Nolvacs,x. 



:.r ICC 



tlootrooica t 

ThtM art drugs conaonly used by .sicians ic 
lOMtr Atrua choltsttrol, triglycerioe, anc lipid ccn- 
ctntrations. Nicotinic acid (niacin) is t^s only li- 
potropic lis tad in this guidtbock due iis re7,dy 
availabilit> and widespread use among rcc :;uilders. 

lficotln.c acid in large enough guar*.. ties has pow- 
erful phv««»logic tfftctif otherwi&t; norc ccrr- 
«only tiploy^d at a 3 vitafldn. acdybuilL'.rs tend tc 
utt thit dtvg tiiiiply for its -flushing- e-fects, due 
. to ptriphtral vasodilation within the £ i i ti&ifUe. The 
fluahing ia btlitvtd by aany to tnhance :^.e tanned sp- 
vPf#fMfiWl£i«JlJ2py^^ while onstage. Hesvy abuse of 

^vf<tM«t l>tp»tic,thd fcaitrc-intestinsl 
Jk:w .:tkirwirritation-.r Ust should be 

If 
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jnonltortd 



Generic t/.fl : nicotinic acid 
Trade Laoel ; Nicolar 

How Swooli^ d: SOO i»g t«bltts of 100 per bottlt 

Clinical Dosagg i 1-2 gn^ns daily 

198A t '5t Price i 55.00 3 100 (g'anBric) 

Comments ; Substitute niacini«idt Tor nicotinamide 

for a less pronounced flushing effect ano 
less itching, or use with iteals; tolerance 
to itching may develop with ti/ne. 



Soreadino Agents ; 

Hy^tlw'^onidasCf the only spreading agent covered 
in thj^ guidebook^ is a preparation of bovine testi<- 
cular h/2luronidasi» a potent enzyoa.'This substance 
acts to hydrolyze hyalurqftic acid* a viscous polysac- 
charide found in interstitial tissue. This effect 
serves to permit easier ^nA^tiov. rapid diffusion or 
fluids in tissue, hanct tha'**spt«ading** qfuaiity. 

Specifically* thtjra la a btliaf among certain 
circles triat spiaading agants help fftobilize fat and 
can enhance the "^dtfining" ^rocasa of pre-contest 
training. This is conpltt^ly unfounded* and ignores 
the true clinical applications of this special cate- 
gory of drugs* 

A fore realistic aasassmant of spreading agent 
use in athletics involvts the ooncoadtant administra- 
tion of ininuta quantities of hyaluronidaaa with other 
injectables to facilitate inora rapid absorption. Still, 
this drug continues to ba used fiiatakenly by bodybuilders 
as a -fat '^biliar-^ ,tlp~^AJiSiJSai^^ 



. eroogen, Thio0ucssa%<' 



>!■• ^ AiH^f/vbiMA . 
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• H»» Siioollad, 1500 units, vi«lt of 10 cc 

Cllnlctl Oo«««: ad;».ini,Ur«d concoi-xtcr • .-n 

drug, to r^niitate au.rr=tion (no * 
units for 1000 cc or ixr-,- 

1984 List Prir«» S5.20 a'la „ ' 

C02!^, Us«d «ith epinephrine injectico. to eUr- 
nttt ^1.9 til«^. -ell-toleratec- do 001;^ 
•ifiiittr into infla-ied arr-. 



Thyrold t 

Thyroid hor«ones proiutc Der»T-«t:^« 

-.^w , »"PPO«ed "clorie-bur.-.. 

S^?-tf ^T^? bodybuUdr, dieting for i-r-ls^ ' 

°f ^''y"" in other:- ~ ;;aUhv 
.^J^Hf***^" ""^ * th;n burn ^.^^ 

crvaors 10; nervousness. • ' 

for Months follo-ing cessation of CrCl 1 



- T • • -wAAw-ino cvsaacion of d 
rtcts or thyroid preparations usua» 
to 14 days 



3S last.nc 
•^11 c:- 



Stnaric Lah>l> thyrcxirte, Uothyramrx* 

Tftde Labej i i. Thyroid 

2. Thyroid Strong 
3» Synthroid 
'•♦•.Thyrplar 




*-cJ>!«ftd Z grain ttblets cf 1 



00 cr 
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STROCTHAfOSIlC 





Comwintsj Popular with mwny todybuildtri, t^t lots 
of itrtngth and lixt dua to MJtcla cat*. 
bollM if intvitabla. 



Food Coloring Additivts i 

• Canthaxanthin, an FOA.aoprovad rtd food coloring 
agfnt, is not without cartain crgo^anic wlicat.ons 
for those staking a tan iiithout axposura to th« syn. 

Chamically a caroUnoid Ilk* bata carotarv, can- 
thaxanthin hat bean found to te gam rally h^mdaaa 
and czpable of aliciting a bronza akin torn in usars. 
Not only is no ultra^violat radiation raquired, but 
this ••pseudo-tan*' also pcovidis protection against 
UV damage, ^ . 

Houievtr, canth.^ant||^ use is . . without ha^ardsj 
acute ovardosagt can causa gastra-intastinal upset, 
and chronic ovardosaga can^causa a brigJil xad to r-ang« 
tint in tha ikin that say ^akt waaks to dissipaU. 



Generic Labelt canthaxanthin 

Trade Label ; 1 £asy T*? 

2. Orobronza • 

How Suoolied r 30 «g tablata* bottles of 80 (Casy Tan] 

liaarfacturtr's ffceoawsnded Oosapa t 120 iig daily 

• 1W List Priea t $30,00 • 60 tablets (Easy T^) 

Cowments t This aubstancs oceurs .^turaXly in Mushrooms, 



IS 
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l*^'''i«Ud'co«p«wndi, tpifwphrina (adr«nalin;, znc carfeirc 
containing coapounds. All in some way effect eithar 
'tht c«ntr«l ntrvoua system and/or the s...- .stnetic 
narvous systcft* 

Thair primary actions art to sti.nc.j tJ-u nur- 
voua systtMf and also to act as respir^L. r , cir- 
culatoryr and ptycrwrnotor" -stimulants.. CI: icolly, '-•2'". 
of thats dn/gs are used m treatment fc;- ^c*^. varuc 
^nditions as CHS depression, circulsic: - lilure, 
respiratory depression, narcolepsy, i-.:.cer- ..-.ssia, e<- 
ogenoua obesic/ (as appetite suppressan-.s , fflinimai 
brain dyafunctior** or to treat mucosal c-."/jjtio."». 

Side*ef facts fron, overdosage might i .--ie cn/ 
of the followingt 1) vertigo 2) nervous.-ess s) inscm- 
nia ft) arorexia 5) headache 6) dyskif* 7'' tachy- 
cardia 8} angina 9) carcliac arrythmias 1C> aodominai 
pains 11) sweating 12) blcod pressure charges 13) vo- 
miting 1A) dryness in mouth IS) false euproria 16) 
nausea 17) drug- dependency. 

. Crgogenic use of Cffi stimulants omc*- 'ji.nlstcs 

* stems from Uie belief that these com^cunc-j tstnpo- 

t rarily enhance both aerobic and anaerotic rcwer, un- 

• * fortunately, the a^'tompanying lack of cccr.i nation, 

di«inaaa, and f al .i euphoria (making it.-^iete cc- 
' *liviou8 to pain and injury) which usual !> results froir. 
stimulant abuse can make these drugs a =t.i:£r.:.onablc 
ergogenic choice for combative events. . -rti-eless, 
• they raHain quiU popular as both ccnp-:. • - .t; ar^d :r2. 
ing aida for many strength athletes. 



Gemric Label > methylphenidate 
Trade Label t 1, Ritalen 

How Supplied ^ 5, 10, and 20 wg tablets, rc;ilcs of lOG 




ijSSmjf^vid' Ui treat hyperac;.. -ty m chil 
IrvrU^^a^ather ffjild stimulant. 
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2, 8titt«drln» 

Han Supplltd t S «g tabltts» bouiti of 100 and 500 

5# 10# and IS flig capaolaa, bcttlts or £o 

Clinical Ooaaqo IcMtst trftctiva dosago 

List Prica t $56.00 t 500 (10 ig "ublctir — Oexadrine) 

$30.00 t 500 (10 ag tablaba » Generic) 

Cowments i CofMDonly utad at diatary^alds In clinical 

contaxtti high risk of dependency associated. 



Generic Label ; nikethMdda 

Trade Label : 1. • sraaina . 

2. .ikorln V. 

How Suoplied t 255( aqueous injectable/ 1.5 ml vials 

Clinical Oosaoa t lOMMt^affactivt dosage 

19BA List Prica i n/i^ ' ' 

Co«*enU: Intravenous or Intramuscular administration • 
poUnt stimulant' actions.' 



Generic Label i' doxapram hydrochloride 
Trade Label i 1. Ooprwi 

How Supplied i 20 mg/ml injectable, 20 ml vials 
Clinical Ooaaoa t ^'*-^"t "fffrtitin ifclMMi i 1 1 
196A List Priai t^.^ 
Cornea ntsi 8ecoot/%lf 
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* C«wpic tibtl < tpintphrim 

Tr>d» Labtl i 1. Adrtn»lin Chloride 
" 2. cpintpnrio^ , 

3. Suf-Phrint ^ 

How SupoIUd i 1 injectable, 30 r.: v.: Is (Acr?.-s3l. 

Chlorioe) 

Clinical Dosaot : .2 - 1 per injecticr. 

19B4 Lift PricB t $3.15 • 30 ml (Adrenal-- I.-laricc) 

Comtnts t Discoloration indicates Ics-. c" - -ency; 

popular in coii4>ative events rcr sncrt peoiv- 
livtl tf forts. 



Generic Label ; caffeine 

Trads tabel x 1 . No Ooz 
^ 2. Vivarin 

. . Ham Suooliod ; 100 og tablets, bo«^ of 36 (rir. Cc 

RecoiMianded Oosigg : One 100 mq tablet as;;rc.- 

^ Imately same amount c -c»-e;nc 

as found in one cu? - ' .J''»l'c 



List Price ; Prices vary where solJ 

Cofxwents i A popular over-the-counter . c. . csm 
' used as«^ anti-faticue stifls-lc".; C2::e 



used as ^ anti-fatigue stifls-lc".; csfreir^! 
is t»» drug of choice fcr thcs^ .sMng =cjd 
CNS stiiiul at ion without rnany t: r *-l sice- 
effects. 
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of 2 tfluntlc •gtrtttfr'fMfMat adrifUW^rtUe M . 
«nUhyparUntiv« «f n|et»«.lA^ is' an tfitlmUXlc acid 
darivaUva, and iiMblU todlua and cfOori^ ra«e» 
•orptian by the kidnaya, taUi tfniga prwota tfluratis, 
or Urn txcration of aodiua and tiaUr, Boraovar, U»y 
trm clinically uatd as Uaataent for adtaa M/or 
hyptrtanaion. 

trgoganically, diuratics ora usad Just prior to 
coapeUtion by both bodybuildtrs and coabativs athletes 
to proMte the loss of axcass »rUr »^or bodytoaight. 
The sonetiacs high doaagas aaployad undir these cir- 
ctmtanccs oftan lead to 61 craaping vid diarrf«a In 
users, c5ue to' alectrolyta iabalancaa. 



Generic Label : spironazida 

Trade Label ; 1. Aldactazida 

Horn Suooligg ; bottles of 100, 500# and 1000 

Clinical Oosaoe i lowest effective dosage 

198A List Pries t S4.40 9 100 (gewric)* 

Coawents t Trequent ovSrusc aay causa gynecomastia; 
no potasaiuNi supplaaantation should be 
used with Aldactazids. 



Generic Label ; furosefliida 
Trade Label ; 1. Lasix 

How Suoplicd t 20 snd AO ag tsblata, bottles of 100 
and 500 

Clinical Oosaoe t initial doss of 20 - 60 m^, then a 
aaeond dosa of equal or incraaaad 
~ int no aoonir.JM«iX»^,hour4t^ 

19SS List PticB t:*i£!tiIS S&iS B B ISBKSSKI^^ 
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l^^i feMjirt n&' jp-Tht * 6n3t t of dlwrcsis fj.. v i.-ir. 3cJciiini.t; ::- 
MJ3<lo5^^5?Tm4o«^ it •itilin ont hour; ration of ef:Ec;: 
'.*cVr -^tH-r • 6 hours; potass:.. ,-c?icmcrtctic-* 

" •• it usually rtquirtd •if- use tsci^. 



Anti-Oiuftics ; 

. -Thtst dn^-gs are df^tfn used ^zt .-.'-r ercv ^er.j 
effects upon coordination and ccr.c; : -2:109 . 
Set "Strength And Sire" sectim, n.. 



Geriatrics : 

This class of dt^gs is intence^ -'-r treairent 
of conditions found in the elderly, --heroine, t^.p 
only geriatric cheoical listed in sectior., Is 

specifically used by geriatric pr.;.^. ;cns for ail- 
ments of the noradrenergic end ocpo,-. -crgic nervous 
systems. 

«hile its cr9Gcenic use reaa- *- l.-itad, -yc^r- 
gine seeins caoable or a^intaininc ur •--» encrc/ levels 
during periods of great stre* , ar.ic r^zns irzz 
better Judgement and superiot ^sc-. r control 
result while training or caopetirr. 

• Its actions are similar tc - 2nct**«r cfwC, 

Oiapid (en anti-diuretic;, msor'cr ircoccr.ic ex- 
plications are co.-^cerned. 



Gerwric Label ; hydro-ergoloid 
Trade Label ; 1. Hydergine 

ipliadt 1 mg oral/sublingual t.-^rlcts, p2c!<aces 



TOSr WtOQ.il .too (sublinccal - generic; 

•ffeets# Usdiiiy.tttt'kiMuifiiritf other urw 
desirable siae-efrricta. 1 . ^ * 
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Anti.InVl aovnatories: 

This class of drugs is used tc cc^^cat mflzm- 
laation, a condition involving histzrairc release by 
damaged tissues, the subsequent dilatziicn or tneir 
blood vessels, and the localized pccl.r.c or oiocd. 
Anti.inflarwatories ?ll act to counter -^ese prccesiz 
hence reducing tissue swelling and -cclitstioa cuic»' 
healing. 

Side-ef fects are varied end oft;=n cuite Czmzgtr.^ 
in themselves. They inclucfc 1) perip.-xral ececsa 2) 
potassium loss 3) increased calciuo excretion 4)'mus- 
cle weakness S) osteoporosis 6) orotei-, catafcoUsn ' 
') constipation S) abdominal pain 9) .^ec '>urn 10^ 
diarrhea 11) drowsiness 12) tinnitus ---iress' 



Generic Label : aspirin 

Tratfe Labe? ; 1. Baj-pr 

2. Buffcrin 

"o« Suoolied: 5 grain tablets o:" ICC settle ivcr:- 
with brand label) 

Clinical Oosaoeg 1-2 tablets every - es r^ec.c 

1984 List Price ; $.85 9 100 (generic: 

Cowaents: Casily t!« ocst readily aveilc::.- isver-tnc 
counter) end inexpensive nxr-s 2nt,i-- r.t izr- 
•atory treatment; Cery ef:-c::.- 2.nc%el2t.,e 
harmless, with gastra-int£ct;-i: (^-l Jesse 
in some individuals; mzrkcitr ..uzcr se-.tfr-- 
trade lecels; socctimes e.»:v. ir.ii/ ccjteo* 
to circumvent GI vr et; shcw*. -iways^^c 
considered first before ac-: c cn tc .^crc 
hazardous anti-inf laraBctory ci vrzpiesi ^a^u 
a potent analgesic. 




>>• -V. . 



Injtctahle, 2 ml vials (Hydro- 

cort) 

2^ 
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20 .fjg tablets, fcotUes of ICO {M/cra- 
cortisone) 

Clinical Oosaqe i 100 - 500 ag every 2, or 6 ncura, 
CappnCing upco severity cf injury 

19S6 t-st i>rtce t $3. AS CI 100 (tablets) 

r ornr^r.;.^ : High incidence of connective tissue Oanage 
in chronic users of this drug; injectzoie 
IS less harmful than tablets; shoulc te 
used as inf re^sjently as possible m aiMstes- 



Gerertc . 2tg 1 : betz/nethasone 

Trade Laccl : 1. Celestone 

2. Celestone Soluspan 

3. Celestone Phosphate 

Mca. S yoclied : .6 mg tabieJts, battles of ICO (Cele^icne^ 

6 cTg/.-al i^^^ctable, £ zz viais (Sclusoan) 

"Tlinical Oosace : .6 <ng -^^.2 (ng daily 

198A List Prxce ; S6.75 CI S c= (Soluspan) 

S66.7S a 100 (Celestone) 

Ca«^nents: Use injectable tifhereveif possible to Tsmini'e 
hazards; potassium suppleraentation o'^ten 
r^cessary. 



G eneric Label : naproxen 
Trade Label: 1. Ha^^rosyn 



Cliniol OoarnQa t 
1 984 Li«t Pric»fe<tf 



o 
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Caawgnts : Very effective zg^r.t wr-c-*. t.or.s dcJ< 



Generic Label : ciet.*iylprc::nisclcr.e 
Tj^age Label : 1. Oepc-ffietJrcl 

Hqmi ruoolied : 2C, 40, and 5C lo/is. . -.^■•j...-; 
5, anc 10 tol vizis 

Clinical Oosace : -Lcwest e^rective cccr.c 

196a List Price : $3,65 0 10 cc {ZZ .»>r : ^^^ncric] 

S7.25a 5 cc (eo -r^, :e-^rn,) 

Coiaraentg . An effective injectable, t^-;. several 
associated risks as m ot:v.-r c-t.-mf lar*- 
matories. 



Generic Label : Cex3^tt^3Sone 

Trade Label ; 1 . Cecadron 

Hqm Suoolied : 4 og taolets, tcttles "CJ 

6 mg/fsl injectable, ' jr_ ; cc viiis 
Clinical Oosace : .?3 • 9 aq caily (cr^. 

.5 - 9 lag daily ( ir. trci^olc J 
198A List Price ; 53.25 « 5 cc 

CoMvnts: Very similzr in cbcnucal -sckl- _ >nc actir-i 
to Celestone. 
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Hem Supclied : 100 "ig capsules/tablets, bo t ties cr 100 

Clinical C'sace : ICQ - 400 mg daily 

19e& list Price . $18-40 0 100 (capsules) 

$4.S0 • 100 (tablets - generic) 

Comnents: Should be taken with cezls to nininize GI 
upset; also used za an analgesic. 



Generic latcl : dimethyl sulfoxide 

Trade label : 1. OBSO Topical Ointasent 

2. Ri«:so-50 (veterinary grade) 

Horn SuDolied : sold by the ounce^ or the gallon 

Clinical Oosace : lotuest effective amxint 

1984 List Price : coimerciai grade OfiSO produced for 
less thjin 51.00 per gallon; sold 
for u(5liards of 510.00 per 8 oz. 

Comffgnts : Use only oedioCl grade OSSO (or veterinary 
grade) » i»^ order to avoid conta/ainants; 
available only io Oregon, Florida, Louis- 
iana » and Nevada through physicians; use 
dilutiijn ratios of less than 80^ in order 
to avoid skxn irritatiop; extremely effective 
as an anti-inflamoatory agent* but with 
some risks «hich might include skin txirns, 
di^rhea* nausea^ OAGO breath, headache, 
and rarely pttotophobia; use sparingly over 
injured area« not to be taken internally, 
(may be combined with aspirin in solution 
Tor direct absorption through epiderni^J 



Analqes ics i-, 



- Analgesica* 
depending vpofi. 




x% 
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riRST-AIO 



I 

3) nausea A) voaiting 5] sweating « 



Gergric Label ; aspirin (see uncJcr ^nti-!nf Za^'natornrs' 



Generic Label ; ecstamincphen 
Trade Label ; 1. Tylenol 

How Supplied ; 500 mg capsules (extra-s ^r°r.ct-i" , 
Quantities vary per p;iC<2ze 

Clinicel Oosage ; 2 capsules 3-6 tir-jc iail/ 

198A List Price ; S6.95 9 100 

Co < nnients ; . Popular over-the-counter rz-"-' -I'-er; 

availacle under several -rjrr ii-ceis; ::cec 
not cause GI upset like asr.::,r; dees not 
have anti-inflajwnatory ac^i-".; j^t-/ -...-f^. 



Generic Label ; meceridine 
Trade Label : 1. Oenserol 

How 6uooligd ; SO and lOO mg taoiet'-. --ilj:; :CC 
and 500 

Clinical Oosacg ; 50 - 150 ac ever/ Z • ■ --.rs 

1S8A List Price s S7.65 O UO (50 mr, . 

Coinments ; Potent narcotic analf;esic. .cjn,-; '^inil^r 
to Morphine; may cause sevi.T-* jcvcr'^t; si;- 
actions. 
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S,cs 3C0 »9 tablets, twttlea' or 60 

AOO and 600 .-cc tatJiata, to teles o:' 100 

^l imca!. C'csace : 400 cio every 6 hours, not to exceed 
"^""^ 2i00 flig tc^ol daiX/ Jtosage 



1956 ist ?rics ; $10.50 d 5C (200 eng) 

Co^^mnts: Effective jtfithin 2 hours; acts as anti- 
■ infiawnatory agent as well; moderate!/ 

e-fective for paar. 



Ceneric '.accl : propoxypnene 
7 rage Label : 1 . Oarvon 

Hcui SuccllJd : 32 eg tablets, tcttJes of 1GC 
Clxnic.?l Pes age : lowest effective dosage 
ise^ Lis*: Pries : 53.15 Z JOO 

Camffgnts ; ^ot-nt narcotic^nalgesic; ^ztne sdveri 
reactions as Ce^erol. 



Ggncric Lccol : diitcthyl sul-'oxide'^Csee unoer Ant: 
' ' Inf larwwatories) 



aiusclg Relaxants ; 

TolXcwing sevOE injury and/or crawping due to 
electrolyte dfepletion, many athletes actively seek 
a Form of •*pela;<aticn- therapy for affected muscles. 
This class of drugs attains diusclt ralaxation by blocking 
interneuronai ->»«»«»y ^ ili^rtikifciffVMiir?*^' ill , 
usually 4 .^,B;j9euxMmimiM^ 
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9) hiccups 13) zgitition. 



Generic Label : sosrocJol 

Trade Lac?el : 1 . S j.-a 

How Suooliod : 250 -rn toclcts 

Clinical Coszce ; ere taolets 

1986 List Price : 3-. 65 3 ICC 

Ccrr-nent s : Does not ■izrecti/ : 
muscles . 



Gereric Labgl : r«i.-5tnyl sui-"c 



^^iST COPY AVAILABLE 
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Wholesale Price List 



1 to * 5 to ? 



ACT* CP/; 



'Oortlcotcopl* tor to lttl^ tgi 



16.00 
^.00 _ 



^^^^^ 



$30.00 



$28.00 
♦26.00 



yH.OO $15.00 



fc^ta« $i»«oo $15.00 



- $1».00 _ 
$12.00 



$15.00 _ 



TMtMttt'M* rroplMM 



$10.00 
$1»,00 



$17.60 
$ $.00 



lAec fcottl« $W.00_ 



Wttl« 



$30.0C 



$15.00 
$15.00_ 



v J*^ IQge Wta« $ 7.00 
^ fee IQgg fcottlo f f .00 $ 



$2*.00 
$ 5.60 



30ee>ottl« ^UO.OO $115.00_ 



vnKm^V tajMtlM Ctetkrop) 



»cc hottlm $15.00 $7S.OO 



lOcc wta« $15.00 _ 



iSO »rycc ^Oee fcottl« $13.00 



ItVV lajMtlM 



Xrm 60«, >Uel— <<• 9<Hif, »-2 0.03^, >-« O.OSis, 



30ce >>ottl« 
30ce bottl* 



i 



$.00 



$32.00 
$10.40 



lOri. bottle $5.00 $*.00 
fc«it)"?ee 30cc >ottA« $ 5.0 0 $ 6.00 



$ 6.60 
$ 5.00 



94 m-12 In1»ctKit 



looott/cc" 



lOeg bota« $ 5.00 $ 6.00^ 



1/2" 



W« Q] 



of 100 nvUiam 



10 trinam 



26.00 
3.3C 



100 TTiaa* * ygt^ 



VP p^ioo : 



•S0QM>ottl ^ ^10.00 ^ e.oo 



IM of 10 CTr*- l** f l.SQ 5 3.00 



$2.. 00 



$ 3.X ?_ 
$22.00 



lO aytlM— $ 2.25. $ T7$S 
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T 


2$ at k>ttl« of 100 


$16.00 


$12.80 








SOm kotUo of 100 


$79.00 


$68.00 


JMVAt 






2.5 as W<ctlo of 100 


$30.00 


$28.00 






' ."XAMtotUo of <0 


$39.00 


$30.00 


fur— — iJt 


[USUI •> 




^^tlooflOO 


flt.OO 


$12.80 








2m kocao of 100 


_J19,00 


$19.00 


liitlMMrMe«MleM (DliUUBOL) 




2*9 ^tJboeOo of 900 


$79.00 


$60.00 








2*5 m hottU of 100 


$19.00 


$12.00 








5 m UttXm of 900 


$190.00 


$120.00 








..^Jir^ttl^f 100 


$30.00 


$26.00 


MttiqrltMtotUvDM T«to 


Uybllaawl)VMr>ota« of 100 


$10.00 


$ 8.00 








,25m totl^O of 1007 


$19.00 


$12.00 


fUAoaolol 






2M»OCtlO^ 100 


$20.00 


$16.00 


TlZJOMLn ( 






9m bomo of 28 


$18.00 


$16.60 










$30.00 


$26.00 








ias^^s:;.-^?' — 


$ 9.49 


f 9.69 








500W Wttlo of 100 


$17.99 


S17.99 


]Vio$« CTfef telar) 




ICfCM.M 1000 CJliUto 


912.00 


$ 9.60 


irikarcoxiaa mim (gnraonxD) • 




*aM koeUo of 1000 


$12.00 


$ 9.60 






29aft koctlo of 100 


$ 6.00 


$ 6.80 








1 1/2 100 ubXoto 


$ 7.79 


$ 6.00 


B«t«M u»uu auiuouomMti^ianMMtefy 


100m kotUo of 100 


$10.00 


$ 8.00 


CaflM»n4»l UkUtB (SOMA) nluvr 


390«ft botUo of ISO 


$12.00 


$ 9.60 


muc 






90ac_bottio of 100 


$93.70 


$42.96 


MLVASO 






iPaOettlo of 60 


$79.00 


$69.00 


OUnO MML 






ftil kettU 


$29.00 


$21.00 


■voncm 






Im b«ttlo of 100 


$30.00 


$24.00 








250m bot£lo of 90 


$40.00 


$36.00 


CX4MID 






90m vaekaco of 30 


$100.00 


$100.00 



All Marlyn froteta aro fofwlAM4 «itlM«c oalt* outar* praovrvatlvea, 
arUfielal colon or atrifidal fUveta* ttblau tuva a aatural coating. 

PK>-FOIMAVCI-*tocal aocrltiOMl aifplt— t for atlilataa* SOpafca, 

otta Motbo atvfly* Sack ftk eoMtalaa 2 cafaulaa of A, 
D, aa4 B| 2 wlti-vtmacal tablata* 1 B-coaplax tablat, 
ao4 aaa 0 aaafta w tablat* 

30 pafca. 1 Mooth atgply j 9.90 

nr-rom— ^oa^rahaMlva UmaXmtSm, of ptotola* 8 fcetora aad 
othar atttricloMl faeteta <aal8na< ayadflcall/ for 
latt^daala lAa hava h9m a«foaa4 to drufa which era 
toalc to tho Xi^r* 

bottla of 1 00 $ 5.00 



cmATP MD nW Al t— c haUtad idaaraU mf i— <r fot thaorptlon and 

utiti^ ^v t ltm .CP«talaa 
itoBi aafBa«li«;(aopHf^^4lHc; ehiMliai, atofaaaaa. 



ytwapkemai 



^aUim^ fumiim aa4 lodlsa 
•■' ' ' hotUa of 100 



$ 3.85 



KTAL JZU.Y 



100«8 lOTal Jally ft capaula botUa of 100 



$ i.45 



P. 
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^ f • 

mm HIW MrtoCBi— ■utrlUooally eoufUtf iUt. CtZortc 41«trtbutl«i 
ptoula l«.n, Ut f.9S* C4tMT<r«t« 74.0X. 
rfOTl4M Mil <Mi f nUlA la 1300 c«loriM. 

I ?f g»— MClUf S 5.00 $ *.iX) 

lOGtY AKO OOLSLXn 

ntANzm 

VltJAln A 30.000 TO bottU of 100 ? 2.40 



Vluala C 



io66 it WtU« 1000 ?27.50 
1000 M wttl« Of 100 ? 3.25 



y<r,«4.* « XOOO IP fcOttU of 100 g 7-00 

rnH-i.^ ■rgtd« of 100 3 1.60 

7:^^ Oil i Ji»\otM. 100 ? TTg 

n,e M Uttl^ of 100 9 1.90 

■m,>r'>YM»t n/2Vwttl>of 1000 



DtMlfMi Liii^r wtth^n 1 0 1/2 tt hottU Ot JOOO 
tew ti c Bit— t^t Tabo Ot^rch bloclc «) fcottlo of 100 

■ - * ' imA ^ v^»i^ M# innn 



$10.34 



$ 3.84 

LmcL thim ' ia06 M bottl* Of 1000 ^B.K 

m«nol I«tTO^StSn5'^*i«t« (tiattlc TrUaol mxtrm^trmMthl iOOm 100 MbHf — $ 1» 
4mim«i^ eai* ot« toii l»r Y 



Hflllt—iC UlM CM >mB4 jT 



$ 1.4S 



Tripla Aatifciotic Otnf»: 1 owe* tt^o ■ , 

luipYl Ftrotido Utiop^ COXT-IOI 1 o.»<^ tiix 1441- 

■ydrocortijooo Cr— 2.5T M trf tAo ; 3.15 

Ttl— eiaeloM AcotoftMo, f — 0.51 15 tnm ViM ? * 

Ltftloot jteUttttitittTc * m with Mtt factor ■» » 2 owc« c ootAlott f *-S0 , 



BOOM 4 roBiiaTioio 



.$20.00 



Lift Ixctttloop by DuA Pttnoo « Stody Shjv 

FbyticitM Dtsk Itftftaet (TO) lf« f".95 

Vcttriatry mtrttemitlcclt tii4 llologictlt (VtUtlatry PM) 52«.50 

th« PanacttUd -OruttTha Story of MSO, by Pat He Ct*dy St 5 2.95 

lha Ottdargioutd ftaiold laaJbook fl'nn 

Tba Jltiaata Dlatlat Maadbook ! , 'SJ 

0Bd«rti«ia4 ataioid StaAook VpiMtm > 

(eorraotly avallabU arj|. ' 




voxo vHrn'mnatiKO it law 
NOT rot mx 10 nxvoss 
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Ship to: - ^-■I^Tf^Vj^'i^'^"^-- Po, G^ cwl Onim 

Addr*M Z MOV18A# 

City Expiration Oat« 

Stit« & Zip , SHinttuni 

8tit« 8«IM T«x Nuni^ (It oppllGAM) 



Amount 






total Price 






• 






























































































Total Amount 
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Chapter I 

Basic Endocrinology 
and Pituitary Malfunction 

/'in lOH S • ay; 7 /, III nrtlrr In hflln uniln tintni llw , ttniAi\ offfii 
timintifttuimii (,tf»,4h Umitmnr (I K.I 1 1 ii it nti/Milntil lofii\l htJt ai 
lltfftt,hMnnf\\\lfmatwlmi,lfrtltitulltntt'iti,iak\ VH-r\lini>rtfrliim\f^ 
/All %t*t^m tiwi U\ hilnl ffrftriitlnHr «» pmiu- OHHmnh i/i \nuln,m, 
hfiitttiil iiliiHnI niiitmi u4tni Intii'rituf tnth ;/i tiirtlhiiinrn t'M l/w 
fiuiMit c»wi Ih lnMiifiinf i/nrfff////* ,I,M, wi/r uiulfi Ihr Uitil sujn .j unutiifa 
ifiuilijuti fin \» mil 

The endx-HnesYsteni Is composed of ;i lJT|e jroup of ductleji, 
liifiduUr tissues fliat scactc "chemical .-nesseniers" tlfrettlY into 
the blood These messengers, caltetl hormone, regulate and 
Jmegr£te i variety of bodily funcilons. and largely responsible 
for niaintainittg a constant ir»ternal homeostasis (t e the st.nie of 
eqtillihf him in tliehody »rith respect lo varloiis funnionsand to the 
chemical composHlonj of the fluids ai»d tissues, such a* lem- 
perature. heart rate, bicod pressure, blood sugar. etc| T^fy 
accomplish their tasks by signaling responses from $i»ecinc organs 
an<l ilssties whu h are conditioned to Tran to minuip amount^ erf 
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«l>rciMlicMoori«ii.«n """"SW 
Ol'rah/ from iIh- mI.v^X.u,^, „. ■'"'"'"'''<' ''»«Wr,l 

U-r 1':'""? *'r' " 

- ICl 
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|K)iIiaUmus The loster w lobe, or neuiohypophysis. \ecTetes two 
honnonej. both of which jie synlhesiied in the hypothalamus and 
later transported to the anterior p*tu.tarv lobe, where they are 
stored before being seaeted 

Four or the sii hormones produced by the adenohypophysis mt 
tropic (or crophi0 hormones. I e they regulate the action of oihcf 
glands within the endocrine system TSH (thyroid stiimiladf^ 
hormone), for example, stimulates actlvf cy of the thyroid gM. 
upon command through a complex bio-fcedback ncfwork ACTM 
(adrenocorticotropic hormone) controls the jeaetlor n of cortJ- 
cosleroid hormones from the adrenal glands, such as aldoslciooe. 
which in turn regulates elccirolyie metabolUadon (salt balanoel 
FSH (follicle stimulating hormone) and LH (lufdnttii^ honnone) 
are both gonadotropins, hormones that tttaMilalc the testes and 
ovaries (gonads) to release thelfhormones.andehherspefmorpra. 
Another pituitary honnone. prolactin, stimulates thepmduciion of 
milJt after childbtnh and the production of prggestoone from the 
corpus lutettm f n the ovary. 

The hypothalamus to a region In the forebiain In the third ven- 
tricle and is linked wMh the thalamus above, and the p« rftary 
below It contains several bnpotunt centers contiolUr« ^ 
lemperature.hunger.thlrst. water balanoeandsexualfuncrlon Itb 
also dhealy connected whh emotional acUvHy and sleep When 
the hypothalamusieoehrcs Input fromaB parts of the body todud 
lAg the emotional centers of the braln.lt administers the necess«v 
actions ft)r»ft«ance.lfitdeiecUthefebaneedformorrcoitiK»I.M 
produces a corticotropin feletslr^ factor this stimUates the 
pituitary to release some of Ks ACTM. whkh In turn trtggen the 
'^^g^ pf Cortiso l from the adrenal glands In some cases. 4b with 
growth hormone (CH) and prolaclln. there U an inhibit lr« factor, 
which the hypothalamus releases when It reouires the piiuiury 
gland to release Its output 

Three of the pituitary hormones play a sllghUy more »*gn*f 
leant role than the rest, since tlieir efTetts are more direct than the 
tropic hormortes. 

CH (growth hormone), for Instance, promotes long bi me giowt h 
<n the limbs and ina-ases protein synthesis AUhoiJth it plays Ms 
most important role until about age 20. it worfcson rcany systems of 
the body and iu effects dont stop after adolescence CH encour. 
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o.m. ,»K. nvirru for rnn* U«,r ,n U UkI .Ioh„ B<km;« mcr^smr 
lUr tAie ol jMtHtm ih,.Uu n.M. In ibr Ik>I| 5 gi,m,nR cclU ii ,n 
« tr amoimi of . iM rR> f^n ,uf> f,H ^,^1 juji^r i» iltr Mood 

III nv«n) of in cUnts gtwMl jKwmonr inw^ts ^iih oihrr 
lKMm.nw<^ Mifli .u ri,«.,|,n uhuh r»iiuliiPS l»!ood SiigAt In 
iftMrm im^ U. .y crIU i.i ihoir 0^,i„„rof Rl.K^^ton Tho,,Rh 

*.ini«,^ iviyrs ilir iIuiohI «imI hinnvir^ ^ cnmlh. 
|^..mt.:...fin.|r llv-.H.i^IIrffni»fr.|.,.s«i,wlH-..,u«,r..|.ofn% 

'oHiul l"«»I«nI' iww,.,^,.„MlH^(j„*rol<1n^,f.$m- fcU* 
I» .rtii..Mr In (;M iMMiiitrni ulnlr uk> imhi h , .mv.. ^ i^ijon lii 
P n t«« Ai, AUnjItVAi U' .rJ«« .lixl In Uam a .liMoiH-.! U,i«. Ml -if Unv 

Ilu-iMiKPii.i.^oHI.. iw,.,K>MrtiOfp Aiy Iionnoi»r4<„rmotr 

tj-iifi. Mii; m4ni»lniiMK iMiimiiio i^fPS|KtnMltIf foiihrrccu- 
I.m..n of V , lo^* . j„. K„|n,^ s (l»;ifr%rt ,mI,c ii^f wsctt - 
iioftol uf.nrlrv • v^^ OriKr^Uii^i.Ihlli.rPMS,»hKhiS|h<- 

ir^M-.l ir^l«i«,«,«„ „f ysMrt hs iIh. k„|,M^s , ,„ 

.»«..• rod,Mi,oti It. ihr kiiliM-^s A l^,fcr , of i-iio jilons: 

uii I il.r u^Mr puMju. K for etcrphon Air sLmtnol off il.c Mowl 
11 III.!! fiiM nttxhiff «nr I., br f^rrriitl „„oc Hki miicli wjtc 
tt.»nWuMMjlv U.|o<i llirtrloip 4tMj|KMw.;i.hff«fnlfUTtofih^ 
Kp.lfiin^ ir^lmnl» ol iliw n^irf If^vinit the eveniwl onnc 
li^Miniitr I'lwlml,, Miil.i«icrof ADII H'*' kidnn .iil! re^lAOih 
-» UfRr Amtnini r>f n^!« If. on ilic otl»cf IuihI i.. jdy cunijins 
loti miirli «^irt. i|,K MHMi».n miM Ik- atv^sH 1^ ihf n,tui:irv ii. 
f rlr^M^ Ms ADI i W iiluU ir^!«otlHng $v«, m i«:«vm|i |«s stim..li 
Ihr kidney miU Allm\ inofc »taf« tnio ihf unne 

Itw posi'^iw piiiiiMn <.annow, ox^iocit, pli>s i major tole 

• '«<-|»I^n^nh^odlne.mfpfd,P|l Ox^locm dunr^Ubor CJa^ 

II" iiiMiisioconiMM i*Ndf ^iOM.<4mct'meihcui«ir»ri»jllh^. 
. .-m^ rM^ni-dU viiMiur lo hotnxnic Man^ *omm Imvc 
l.tlK>r a<.MSin1 Iry mj«iinn*#)f o»>loriii 

hilm-aMfmlinR OMior.nMimidairsllK-P|p,i,onof m.Ikfioin 
llfLiMM* ""*<'"»'<^M.(k.nfMiin.iUir^ihrnruMinlhfl»fMM 
»h.. h a,r I,„k.-,I I., ,1,. |^p,K|„U.nu^ TJic liHH..h;»1.miis in i,«n' 
scimU 4 ior<t.»^r lo iIh p,:,„,;,„ ,o frV;,«. fwjf ox» lo, m into ihf 

^""^ '"^^''^ ^""•*''»«' t4.i4c$ indk 

V *o ^oxaXAs <rtie«l iioin the ni|^ie 
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Rivaled onh b> (he mvous stitrm ir»t emlocnnr s^Mrm is 
oneof liie most complex examples of oiiiiir s genius and prdviitrs 

wiih J depenciable rcgulaiion s^siein lis picci^e depciidmi > 
on ''hrcks and balances wiihtn iiself rats^ qursiinns as to ih^ 
safety and ihe mielbgence of uniieressariH ininfetinjt »i>lt ^ii< h 
J balance 



Pituitary Malfunction 

Precise endonme funaion is imp<rtatue I'l ihr dr^elopittrni 
and mainienanc^ of a 'noimar human siaie Tbe human oij^an 
ism *j alrrosi lotally dependent on e>ati amounts of liOfnMiiM'^ 
fo stimulate and inhibit specific functions A cnalfumiioii ii« iIk 
hormonal net*Otk may lesult m an^ niimt>eT of groirvjur nlfr-i 
life thfeaimtn^ impahmmit 

In some htimao beings t)»^ pituitary glarvl fiiiKtiomalnMtnti 
ally The results of >jch malfunctions are ofirn tragii t lUHtifintt^ 
of exTremr stature, such as giantism and dwarfism are usira '^ liw 
result of the over ot under produclion of gro%»th hormiM>rir.».» In 
Ihe pituiury The treatment of such conditions ire of it iiextrrmrl> 
difficult, because of the relative inaccessibtlity of the {Miiiii.tr> 
andihescarcesupplyofhumangro«ihhormone(HGin OnU mkIi 
in the last decade has sctence d*velo|ted trrhnM)ll^^ fa 4^\itir 
son>e degree of sttccess in inh«Hiingo\efactivf- groMili li„fnnii»r 
production This k usually done using any nuinlin of \\ti%H a\ 
radiation or chnniral techniques Ondcrprodu(iu»f« ol imhimI 
MCH by the pituitary can also be controlled, bin a rntu al ^lK•rl 
age of HCM limits 'he number of patterns »ho rtuy r<s rwr trrai 
mert This shortage brinjis an Important point to ligM - t»n«I> 
builden t»ho purchase this substance are exhausimg a fimir sup 
Hy of a substance which could ulnmaieH »nean ihc iliffrtmr 
between a norma! anc abnormallifc £ver> (imealfOd\bUdrtii«e^ 
KGII as a shortcut to a gfe*t« physique, he is pcieniiatly rVin 
ing this prcckHis substance to growth ttormoite ilef ii rmr # ftildien 
This IS not our opinion, as that is not il»r tmrpjsr of iliis xf\nni 
this IS fan \Vr feel that any lxxl*,ltirildn wlto i oiukW % ii*<' n| iln^. 
hormof>e. shouM be aware, first ihai hf riu> lir ilnni 'g JiHUlm 
person a chance to live a normal hfp 
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Though iittMfisin has 4p»»rj»rd UtfO»it»»oui hisiwv. noi until 
i« mlly wjs jt possible to 4is(inttj»h piimt^iY <1i»*rf» f,om oih« 
IM»M PiCuit^ dwarfiM... unliKc ,xh« tvi« of iih* omrlition. is 
usu^nv iKM .KComjMnifd *ny oihrr dcfornwHions l.t almost 
i»*y. rtcltJdinj ht$ stature, the pli wurv^lwatf is a nornully. 
rormcdhufiunbeini ThiswasthecasefMiliapiiuiUfvdwarf named 
frank I looey When frank was litfrn. he appeared to he a nornul 
inf4W Bui it soon becarne clear that hJs rate of frowth w*$ far lie 
hind schedule. By the time he reached 17. he was only 4-J- iit^ 
lirtghtf'jnamaretg^i year old 

If. I»» he w^dlret^ed to pioneer endocrtnolotist Dr MS 
Ralien^^ was f eportinf phenomenal results In treating pituit jry 

meiamor^s hadoccuned FfWk hao I-«en lunsforme.! from I 
IMiuiUry dwarf into a nonnal-sittd yojr^ man ft)rt«na(el>. the 
ci»»l»hy»W eiKJs of a pnuilary dwarfs bones do no< fuse (i e die 
haitlcnini of the bones that accompanies setual maturity and In 
lulrtis further linear rowih) jt a normal afc. so It was possible for 
t r^nk 10 row at an a^ when mos adolescents have stooped To 
-tccomplish this miraculous -charge of life'. Dr Raben adminis. 
iftfd three mgs of HClLthrtc times a week for five years Ourlna 
ih,s time, over iSt/f were recorded Aside from j slishtly stunted 
srxual maturity (which was accderjted and oxrecied with tes- 
irrtiftone propionate). Frank had d«rloped functlonjtly and 
inuponionally i:>io a normal man There were no noticcJble side 
riifiH aimbutnl 10 the ilCtI thrrjpy 



Extracting of HGH 

Iherr arc piolably jtKnit 10000 piiitiiaf> dnarfs m ih*- US 
mAnvrthocoiildnfralK liroefil f.om MUhhrrapv But thr 
miITU 01 1 I(,I r ctifcnrlv m.h c ii i ^n on!> W ohcatne.1 f iimo 
tmnMM,m.MMn RlandSfpn«rtr.Utflraih 7l»-*Hfi,caIlv an.,mn!r 
i»l lli.H crHil.1 (ii>U nUMi,r.\ ,f ihr |hi.,<m,v cMfvIS of 
U.rth. . . Mi llN,*.. w|K» .1^..! AnuuJ.h HrtPcnflruMl 1|„, 
.it«»tii • ... i,„riinh imHr iImi, ftnorm ,,m..Uiir* Hliiih Air 
l-rvmu , „l!r. ir.1 ani.ii^lh '"'^ 
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TV method In which the sulisiiiKe ts etrracted is raited ilw 
"tladal acetic «ctd ett taction metliod' ApproximMely four tngs 
of lie II are etliacted from each gLinfl Research lu^ lookn) into 
the pos^itnlity of ui iU/in|t a ni mjl |larv1s as a sourie of po^W i hor^ 
mor>e. Iwit due to what is called spectes specUklty. tl»r m\nuiH c* 
do not have the same Hfett Becently. Xhesus monkey hmttxHte 
has lieen corwidfrrd as an ahernalive but since H« use is ac< om- 
P^nicil liy a vaneiy of skeletal abriotmalitie*. ft cannot be uvtl 
safely 

The need^ of childim who aieaffltctfd with pituitary dwai lism 
vary hut or. the aver;itf, a five yea? profram of llOff treatmml 
may rnjuire up to 3000 mj^ . an » -nount th«t calls for thr proce^^mg 
of ovr^ 7S0 pituitary glands' 



Giantism and Acromegaly 

CijniKin. ihecoui.Wpan ro pituitary dwarfism, may be definetl 
as excessive growth in height, greatly exceeding the average Uh 
that person's race Earlier aut^orscorKluded(^at|(«ltismwasdue 
10 hyperpituttarism (exmsh^e production of anterior s*^Mit*rv 
hornxmes) during the period of growth before the itplph^-sial ends 
had fused, and that (he same situation caused acromegaly in 
adults Patients with giantism often have manlfrstatiofts of aao 
megaly aiso. ir the excessive growth stimulus (HCII) we*e con- 
tinuetl lin-ond the period of epiphysial closure Occasional pa- 
tirjiK develop both acromefaly and giantism before eplphy*lal 
clu^uie pioMtlv owjr>gio the stimulationof both longitudinal and 
4ppa?ttkmal bone growth Becauiegrowihlnthelergthofhonesis 
possilOo. giants, unlike aaomrg^iics, may retain normal proper 
lion5 The imrea^ed growth H gradual and may begin at lnfaru>. 
Hoccwliitg at a fairly constant tjif jnd not stopping unl U (heoi^srt 
of sexual malunty. when the epiphyswl ends fuse Final height is 
mu4ll> liettveen 7 jirvl S fret (although fiieater heights have been 
rr|Kwml a\ i» thr < av of Rolieit Wadlow. the "Alton Ciant". wlwt 
wa< inrj«iirMl ai a IteijOit of IT 1^ nhrit he died Jt age 22) Treai 
ittritl nf siAiitKtn K MmiUr ii» thii of a<tomegaly Bojh <on<lMK>in 
iKiLifh, n.irr.iiti tif Miicir.tl t<^ntt\A\ i»l the pituitary m ilw im 
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uuMicIv iti.>i,gri moM . of gMniis..-! usiwllv p:csf fii ihrm 

AironicC^lV»<Mhffiffli«iuil4TV^V,Ki,ofneioI»rfrtORfWfrf It 
«^*«lrviilHnl^iMli«,nr.l|^p,rnrM^,M'inl886 SoonJ'lrx iiwas 
iin^nMx rrro«ni7«l iImi ihc wmuin ovcfjPiMih ,^4^ ustMlH 

|»%^MJi^I»*,,I,j,„i,m^ry*iPnonuandih«iIictondihOfi.*Mdiir 
III ilK- o*rfjwu.IiHlion of |,y piiuiuifv (iitnof tclU 

AirimM-^lM- nwnJfcsi-ilow atc ihr rrsuli of ihe cffws of 
hvp«Mrrc»K>n of on by the pilu.ui> ^ind jnd from piwsure by 
^ne»parK!..t«h.nwonnrt,|,|«rinfwrs Tbeccmd«km|enCT*nv 

Jiif^ilon umilirK'rofi«fiuoij5,*elIri*li«! Thefollomniprwenij 
u«» of fumrroos iiMnifwiaiions nhKrh nuy accimwnv 

1 <^iUr|cnieni of ihr skckiuti jimI %iicn«< 

2 oInrlotK mUrtrmnit of fumls jnri frrt 

3 mljfitw*^ of nw athI li^n 

4 coifscntni of f^M itMwn 

5 th,ck«ilntofikln.%rtthd««topm|cocTutaied 

6 ml*f|wni of seb«ieou9 f Unds. hjir folJicto «nd 

' ""^yyiT^ *^ loojiue and njul slnuics 

0 OitfopofOMi ((irmincT*hMt»oo of bones C4iisiit« ihrm 

10 bccoiT' britite ^nrt 10 Ueak cMilv 
9 Aflhnltt 

>0 k>*$ of tn^riMl cycle in *wne«. loss of libxlo tnd 

impotency m mm 
I i DiJiliftfS 

12 heat imoterance excessive pmpft^iion 

1 3 h( jdKbes 

AfT0me«*ly is 4n ettrcmely rAv«|ins *ftd insiilious *fnKtk>n 
WiilHHrt .♦aminf. ii c*n i Ac » tmtr»\ man or mvtMn And cause 
tuial cosmetic disftfurement. aloi^ M^h ihe afo»ementk)r»ed list of 
potentially ,nore senotis nunifesiations As .^ith ..Antltm. swien- 
or ladiatioi. ihrrapy air the pfimary means of intHlHlinc excessive 
CM jffcltHTtiooanrl in turn lMliin« the Hk tioii In order to meveni 
disfmiremenl. |,oi%eve» rteatmeot mti<i be |ieff«rme»l iK^oie 
incvefsiWe iijtlmets *ui»efvem^ 
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Chapter II 



Growth and Growth Honnone 
Growth 

A ''"^n being surts life «s a single cell, that Ouough almost 
inrimtecelldM«ion.becofne»an organism whose body is mJdeup 
of trillions of cells FnMnthlssintlecelldevek^analmostefMlless 
va riety of specified tissue, mtacle. bone, organ and bIo<<I. f o name 
a few. 

ThispTOces$.whichiiWYbefeftnedto«growiMnvolve3thf<e 
criteria 

1 protein synthesis and accumulation. 

2 lengihening of long bones. 

3 Inaeased cell division 

In man two rapid periods of growh occur, one during ihe fJisi 
p^ovearsofl,fe.andtheotberduTingadolescen«(seefig 211 Mis 
mjcresiingtonote. however, that lotal attd linear somaiic rowth is 
noiindifaJivfofgro-rthraieofspetififorgans(seerig 2 i) At pre 
^ni. very Imle is known about the rcUtive mdtvidual organ growth 
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A^oihei im})0it4n! tmpltcalion of dirfcrrnlul giowlh lAXfS 
thai ihr so callfd periods of devr'Dpment vary from organ to otg^n 
Thus. « peilod of Sickness or malnunthon duimg infattcy ((itmng 
the maiOT period of hram gro«^h see U% 2'1). mA\ (aitv* 
meverstble brain damage, whereas ihc leproducitve organs may i>r 
unaffected 

GrowthcapacitYisgenelicallv predrter mined however. Iheicts 
no guarantee that maxim um growtti h itl bf at lai>ie<t Anami uiA \ 
imum capacity <s primarily contingent on 

1 an adequ.i{e supf^y of vitamins minrMls and ihr e^srn 

tial amino acids 

2 freedom from <li^ase arul sickness 

3 an adequate suppiv of falfv jdds and c.ilorie^ 

A vanety of Siutlies ha>f revcalM that dw growth inhdnimg 
effeas of (ral nutrition are rk>s! profoufvi hen they ot ^ or caiiv in 
hfe Malnutrition dunng mfancy may cause the irreveisildc <tunl 
ingof somatic growth.slncethefirst twoyearsof an infant shfeare 
the most crucial somatic growth pcnod There is also ^ strong 
possthiltty that pre ruta) malnutritiunmay have a {noioiind tUti t 
on somatic growth.but at present, there is notsufftcirnirrvarfhti) 
substantiate this 

Sickness ran stunt growth, probably because cortivi! «incl uihrr 
related factors enhance protein catabolism If the Illness is tempo- 
rary, the chiM may manifest an otierrie "growth spurt" upon 
recovery.andwhllethemechanismswhich are tesporuiblr for this 
phenomenon are presently unknown, the process clctrly drmcm 
stratcs the precision of a genet. -allydnermincd sequence 



The Effect of GH on Growth 

Removal of the pituitary gland inyoiing animals stojts ttir linear 
growth pfocess Conversely. the adrrttntsttvitionof lar^f amount s of 
Cll to young animals causes ahtiormaliy encessive grtiwth When 
excess CH is given lo adult animals whose ep.pliysial rnd< ha\r 
fused, not allowing further linear gto*ih. it causes the disfiguring 
bone thickening and overgrowth of other organs (acroinegalyl 
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|niin.)nl> ihir lo il^ .ilitln> lo Mimiil.iir pnrNMn \\iiiIm<4i% |i ilors 
llii^ h\ wcu'Aiing mrinl>r.iitr li.i>i\|ioii ul .irniKu a, hU into cells 
.«kI dlsol>\ MunuMiingihi s>nihPSisof RNA, morvfnisrssrniMl 
f»f protnn %\n(lir5i% Cil .i\so |>l()motr^ Ifligr mrrra^r^ of milotir 
** Uvi{\ ^n<l cell diviMOii Ihp icm>i>nipg |>ri'TMr> (Ompuncuts of 
giowth 

Thecffc<C5 0n lx)nf jrrrxtfnsivf Bonf is i living ossueH, irh 
loitstsis of A piotnn mMu% upon which ciilcium salts aic 
ilrposiinl IliccelKwhlch;ficrfsponsiMf foii.iv")gilownlhi^pro 
JCin inAUix Ate c .»1l«l ostrohhMs Giowrih of long Imnf f1r|K>nds on 
.« nvi'Iv pfnlifct.<Mi»g UycK of t ^ f iiligc Ai ihr rmls of the lx»np 1 hi- 
mirohUi^ m ihc ctlpc of chf cifiiMgf cunvni che (Aiiil^gmous 
iissuc inio iMmt while ofw c^fhl^gp Is Im ii g foiinwl simultaneous- 
l\ C\i iiwiiice% this lengihf ning l»y pioniuting pioicin symhesi^ in 
lK>Jh ihp Mniljginoiis crnin dnd lx>ii> nfgc of ihc cpiphysi.il 
plaice «wfll wbyintfc^singihefaipofoMfOMascmHOsis The^c 
pffc«> on lK»ne growlh 4if not rttircclv scimuUiffl by CH. hut by d 
Mihsijnce c<illrf1 soinaiomedin wh;ch Cl | ( dus4S lo be released l»y 
the hvei aiwl |noi>;)l>lv liidnf\s 

Growth Hormone 

SiiuctuMlly, huMMh giuwth hoiinoup is » singlr chain |»rptMp 
ionMining IWanuno acids, itimoletiilaf weight is21.500 Within 
ilip ^uhstanrf of the gUnd and in the plasma, human Rf0*lh 
hofinoiM- (Ht If) ts hrtcfogeiirous Orthodox UGH (the 21.500 pep 
ti.lc). ha< in t ummon with pSace.ital Ut fogen and piolaciin sever,il 
mlrivals of idr.t!ical ammo a< id seqiieoce Human growth htn 
inone is piohued !•> the pituitary in amounts not ex(ee<ling 500 
in>cff)gMin« |)Cf ility 

lhrco»«-pKu,t«sa(tiono1 }l(*dl i\ aiMlK>lH (ip pfnainingto 
ihc couMiiH hxr ph.i\r o( inrf^lK»ftMn whrn'.w f*KVlsniff^ ;iip t on 
\eileil inni hxing tmue) IiMur proinii i\ Moiril m aniontiu 

P»<'''ll\ 'u'g 'hr cpMiiiiiif\ th.ii I .tti U' .trniuiiled foi hy iltr 

.HMiMiHi c»l i.i'w M<.M«- fimni'ii iUis ivw ni.mih.U is pimokcil Uy 
Ut.\] I* uui .HHiiupuunl l»\ r.u •NfHt^.iiion h, f^, i ||(;|| |,^^ 
hrnt«.lM»v\ni«i i.<rl u f.M iitii ilNth/.tiHui Annme>:alnN foiri 



15 



Tlie srnun concrnii.Uiun of IK.il has hfrit ^hnwn tu Ik* 
fxueinely flexiMetoa vanel> of stimulus IKillissixtmaiunti^lv n* 
If.i^rd in iK-iiodu 'Inji^i^ iliifrled|t> ilir i fnu,(l net\(Mts ^>Mi-iti 
Deep sleep faMing .iml intense exi \(\sr inggei a d»NtiiH I iiv im 
seiuin valuer (ihougit in some ol>e\r iiidivKliials the^r if^pofiNrN 
jre slunieJ) Disease ami ^tckttes^ alsn ^innui^ie the lelejsi* uf 
MCll. as do vdiiou^ i>|>es of stress o'ld luumi The infuMuit of 
vaiiou^dfTiinoacid^Oe I dopa oigmme omuhiuc) h.u shown to 
Ik- particuldTl> ef'.s.iive »u siiinulaiuig the iclea^e of gio»iili 
hoimone^ dlucagon AC1H (adicnu<oni(.oliopK hciinoiie) and 
cairfholaiittnrs inggri a ^iind^i le^i oiise (al^o srr Ch.iptii 5 
Ciowth Hormone RrIf.«oi>) Chluiptnina/ine and sumati^t.iiiit 
have an inhthtling rffrtt i.n gio*^ih hotmone rrleas** 
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Chapter IK 
Drug Evaluations of GH 

B^roi.?CHihffapyt$lmplfmfnl«1,4cfUefJafofliMHncnlmml 
flfsc \k escahlished Paiirnis must fiisi show ilgnifhAiU \hon 
«*lufc *n«l/of 4 irMfded growth i Jif PaiiCJHS mlh tongcuiul C,\{ 
♦Jendcncv should be below ihc third pciccnrlto foi hclghi dmi 
RTOwing j( « f jce of S 0 cm a 

Evidence of piculUfV irwlfunaion re^ulllng in ;i $oin.iloifopin 
(CH) deficJcncy, Is usually demotisuaied by lean (mo of »hc (ol 
lowing stimulaiion cescs 

a (nsiilln hv|K>glvcrmla ,rst 
b intravenous arginine lesis 
c oral levodopa tests. 
Although antibodies may develop which neutralize the thcra- 
peulic affect of GH. therapy is effective in more than 95V, nf the 
cases treated, 

Anafwhc steroids are occasionally administered wtth (ili in an 
effort to conserve the dwindling supply of GH Retj-nt resr.tr«h 
h^s linked sonwilc growth (specirically linear) siimiiUtlon to ilu- 
ccnromnant jmplomentatioii of these two suhstanri-s. <«lihoiigh 
ample research has not iKcn don" lo confiim this QucstJuiuiiK 



18 



(.ItchrMpwIoMP l'MnRmTklv„„fcno,iso(2SIU ihr Ptoi 
bolic Sfcfoid grovMh honn«,nrjromlHivHion 

lions to :oK n.lc. .n«J ,|,.„ s„a essrul c.M .her.„v ha. inrn mVdr n 

Precautions 



should be wuh f x.rrine r.ul.o.. In p^Hnus w, S,,' 

mem e« duiniic condMlon .n<l ic m^y brlnR about diS 
b«« m IrvcHvlduak When. fam.Iy hiMory dr.nonstrat'cs mA»,et s 
JlS^l^.'" 'S.'^' * Prer^utioii *.hrn treating a p.tuitaiy. 

utton Patlerus ^hollld have pcucllc ihyrOi.J tr adminiMr.^l 
*n<I be treated with thyroM horinoi.c when imficatetl 

called llpclystrophy. whrrcM a disturbance in fat meialK)l«m 
occurs, causing the snlKnnancou. fa. at the suo of JnierTlon to Z 
»ppc»t the f4l in $uno.indi,« arra^ irmains .iriaffcttetl) GH must 
t ??t««r '"•'"'""^"'^'•^ 'hr s|,r Of .niection ,ho,.hl 
Bone ajjr Oiimfd lx« i,»o,H,o»rf| aMiuially, rsjMM i.,IK m iMti..|,K 

.«P> UiMirr ihrsc ( oiubiiom r|.i|»h>M.fl ii>.m.t.Hinn rn.,y Ih- .„ , ,1 
rrjied G»l therapy wiH uuUu r httl.. i., .^cm t on b„ra, guJh 
alter rnaitiration has (m < timd k"|""i 
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Side Eifects 

Growth hormone, as discussed eatber in this chapter, may cause 
the formation of antibodies which render theOH rwutral Although 
occunence of this "neutralization" is rare. S% of at) patients fail to 
respond to treatment. 

It Is also nc-teworthy to mention that hepatitis and AIDS may be 
contracted through use of growth hormone Because GH Is extracted 
from the pltuitaries of cadivers. there exists a possibility for this to 
occur I f the donor of the pituitary had AIDS, but was u naware of its 
presence before he died, this could he passed on through the GH. 
Although there are ru) reported cases of this as of yet. the prevalent 
epidemic potefitiality of AIDS may soon change that 

Excessive levels of GH will cause a distinct, rapid thickening of 
the 5Un. which Is usually eversible upon discontlnu.ince of the |^ 
drug Excessive levels ofGH can cause a lowering In the voice pitch O 
(due to larynx enlargement), the ineversible enlargement of Joint CO 
diameter, as well as a variety of other skeletal abnormalities It to 
extremely Important that initial therapy does na exceeH the recom- 
mended therapeutic dosage Then upon assessment of patient's 
progress, dosage adjustments may be made. 

Recently a growing number of disturbing cases of GH abuse 
hAve brought about a variety of side cfff^cts. Keep in mind that 
almost all research into the effects oTGH therapy has bcenspcdflC' 
ally dote utilizing the replacement of OH indencienl Individuals 
Research has not warranted the use of GH In Individuals who 
already possess itormal levels .\ bodybuilder in PhlladelphU 
noticed a distinct thickening of the skin and coarsening of his 
facial featu res which he attributed to use of the drug (I le received 
2 1 U. of Asellaain*. three times a week, for six weeks intramus- 
cularly This dosage. Incidentally, did not exceed the recommended 
therapeutic dosage ) Upon discontinuing "treatment . his skJn 
thinned. Iwit he still claimed to " look different", though he co ild 
noi S|>ecify how Upon viewing a photograph of an n romegallc. 
he immediately paralleled hi5 ' look' as a mild form of aauntrgaly 
(see CItaptcr I) Although tire auiltuis of this book did not make 
the same association, he "swears that there was a ch.tnge In his 
facial features, taking on slight airomegalit fortn' Kven though 
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Therapeutic Dosage and Administration 

CH ddminiMiaiion as disiusspH e.nlirt. muM \»' IM (lutt.i 
muscular) only Indivulu^l d05.>ges m<iv vjry tmnl>cr.»ii> umi.iII> 
I>f8in5 at 2 I U . 3 l1Inp^ frtrr »\pek (4B Imurs rmts! In imi oi» mi 
leciions) II may npiessflry lolm rcHw ihp d»%^g<- in oMn Iiv|k. 
pituHdr> chiMun p^rticiiI^Hv if sy\m\ mdTUMtion is i!« IhvmI 
Aftfr long ppnods of iieaiment (2 or mow \ears| giOMil) t.Wf t\\,u 
decline WithdrdMal for 2-3 months n>a\ te)u\inalo ch" gmwrh 
response upon resumption of treatment 

If. (hiring continuous thcraji\ the rntr of giUMth 5luv>> In hn\ \ 
inch dnnng any s\% month jntcrval the dose is usunlly dunltlnl ioi 
the next suirvonth^ U}>on reaching s^tisfHttory nihilt hnpln i\ 
the epnihvsi.M cn<K hflic fused or when tiCHtinrnt is no hmjjM 
effeitive. GlladminifUaiion isdiscunimued fhrtuM loroni \< .u 
of treaiinent ranges from S4 $W <K) to 59 (m (K» 'leprodint: m. Km o 
regimen Thehij cost of <;il is mduative o fis i.lHtivr v.hm- 
ness Croviih hormone is avadahle as foltows 
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Chapter IV 
GH in Bodybuilding 

If l)odvl»'Mldcrs were as mu<r«Ur as ihfy mlsinfurmnJ a 
tv>fntv ninc l.iih ;»rin v/ouM prohAhly Iw conshJer«I ^mnW 1\ms 
l>ec:mo cvldi'ju ditrtng a strics of c»ttn$lve interviews we con* 
ducted wtih h xlybuiMers of att Ie\r1s. during early 1983 Most 
bodyhiiildcrs v hen refenmgiodnigs. (and framing, for that mattei) 
are suffering frt mlhexamecondtlton- ignorance Tl»e interwiuig 
ihing wr diMO\» urt w.h iImI l»o<l\huiIdcrs were not only misin 
foimrfl Inii ihn urrc. U)t ihi- iimM pArt niisinforntcd with Ihr 
unw tnlufinoimn (IfStMiironr diM overs rtw ineihod owl to <lt> 
inluHr t\m tntMnfoTmHtiott . »uA ^ juihr* ii to t oire< i tttfonnattdtt 

i\ Ih- Tit gie.M Mw|M «) Ritt of all Uw m>ih> w«- i-im ouiuenil 
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chnnrd t( was safe ^lul f>llf i iivf ih< l<<i i is 'U.it iluv loim 
nf (hr 5UbM.<ncr Mrili r<lu^( a k'ons ilisligi «<>iii( iii ol ilif 
sktitl ami lK)nrs - il is «>i.iii> «i.ts,ilr 0(!i< t l>l.if k nuiki i 
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HGH and P. .uscle Growth 

Atff IIOHS ' ,\Otf Vn • W»//.M/ 1/ //«■ . /w/V, 1 fmnnntfi ,1, „U U //« 
frrtihuk ur funr ttirnrtl tlnnuji tnlmttrs utih fJnwf.ms nittl /»*/* 
l/iaMn \ h 4»t hm r hm! /vi trui r k //// HClt niHlth „tttn tlftn Ih, ////*. ntn 
ttftfiHtiliom VLnwjih a tuimln r $f frfMih 1^ fJu mmi, ml fttiity u iilfMtt *uU 
ii]nl\ hfti 4' %Hrii mnilr. //»■ Imk y irwvri.// win //i/. afifiuuinHt t^thr thug, 
his fW ir/ ytthslnnthiirtl lhr\r hfntls fhm. lit, mt,tt in, \ tin^l t,f»tt}% 
idmbfiihnt' ,tir mil iiH,mfnf h, htkn, os uiruhfu Vuhl uunr 

A 32 yeAr-old male iKKlybulIdef reporied "exceptioMl muSile 
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He used J high •ntcnsity HX)f koui style which he attributed 10 the 
degiee oT his gains He said he did not "notice any side efrects. 
except a panicuJaily empty reeling in his waHeT 

A 39 year old weight trainer experienced "good muscle develop- 
ment and great fat reduction", which he attributed to the drug He 
sak) he noticed no side effects and ivould continue using the drug 
until he attained "maximum development" He used 4 t U of 
Asellarin* three limes * week for the flrsl month and 6 1 U for the 
next two months He daimed the drug made him fed stronger and 
younger, and he was tww able to work out harder and longer than 
he had ever done before, and he highly recommends that other ath- 
letes try it 

Obtaining HGH 

For those Individuals who fed they have to use HGH. and will 
do $0. no matter what the facts may be »here Uonly one way that 
such use can even be considered. A competent physidan Is the 
only source where an individual can logically coriider obtaining 
HGH. However, bdorevour doctor can ghreyou a prescript Ion that 
nuybe Intended for rton-FOA (Food and Dn$t Administration)- 
yproved use. he or she must ascertain that researdi wairanu it. 
You can help your physidan and yoursdf by becoming intimately 
famllUr with all aspects of such usage. 

TTwugh it Ulegalfor doctors to piwcilbeanysulwancefor any 
purpose (except for controlled "drugs of abuse" such as narcotics, 
stimulants, sedatives, etc . and spedflcally banned substances as 
wetrlld. there may be several reasons they have for den Vint you a 
pfesCTlptlon. 

1. The doctor thinks you may be careless and Ignorant of 
the drug's potential adverse side effects 

2 The doctor may be concerned about a lawsuit for 
prescribing a dnig for non FOA approved use 

ir artet thoroughly reseaiching and understanding all aspects 
01 HGH use (read this book cover to cover), an Irullvkfual still 
wishf s to use them, there are several ways to respond rationally to 
your iloctors objections 
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ir^oui doctor sitll will not prescribe ihediug a^k Toi an explan 
anon of his objections Often ^ou Mill Tirul that his objeclinns air 
valid in other cases you will Tind the objections lu tn' ba^ on a 
lack of knonv ledge of the FOA non appro%ed uses To. the drtig 
Then. >ou should give your doctor copies of the rele>ani inruniM 
lion which you have acqnired If he still docs ni»i wish to Imm oim 
involved. asV him to refer you to a do< lor with expenciuc in iht^ 
manor c seek another doctor on >our own Shop riniiinil rintl .i 
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Dosage and Administration ^' 
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Mr. Waxman. Thank you very much for all of your statements, 
what we want is a complete report from you. Those bells you heard 
indicate there is a vote on the House Floor. A lot of things go on at 
the same time around here. We are going to recess for a few min- 
utes, to run and vote. We are going to go and will be back in 5 to 
10 minutes, and then we will want to ask you some questions. We 
stand in recess. 

[Brief recess.] 

Mr. Waxman. Tam, let me start with you. Can you explain to us 
why an athlete would use a substance like the human growth hor- 
mone when there is no evidence of effectiveness and there's a genu- 
ine risk of a disease like diabetes? How difficult would it be to 
obtain a supply of Protropin from the black market, from your ex- 
perience? Is it sold like other illicit drugs, where people make 
money selling this product? Tell us more about that. 

Ms. Thompson. Well, Mr. Chairman, athletes tend to be adven- 
turous by nature and are not easily dissuaded when they think 
there is a possibility they can get better. It's like Terry's story 
about taking the pUl that they knew would kill them within a 
year, even if they knew it would kill them, 50 percent of them 
would do it. This is something that actually the side effects are not 
that well known among athletes. They think there may be side ef- 
fects but they will kind of try an3rthing. They will tiy any new vita- 
min supplement that comes on the market. They will try any food. 
They will try just about anything to get better. 

As far as the black market distribution, I was talking to a phar- 
macy student at the University of Texap and we were trying to 
figure out how the people I know sell their drugs for approximately 
one*third of the cost you would pay at even a laige chain pharmacy 
like Eckert's or Walgren's. I said, I know those big chains buy in 
bulk, how can these little guys selling out of their house and cars 
be underselling them by a third of the cost. He said, well, I hate to 
tell you this, Tam, since you have taken this stuff, but I think what 
is probably going on is they are getting bad lots from pharmaceuti- 
cal companies that perhaps the pharmaceutical company paid to 
hau^ it to the dump or dispose of it or bum it and somewhere along 
tlie way, it got sold off. 

I might mention I have been clean, drug free, for 2 years and 3 
months. I no longer use the stuff. I'm working right now in the 
American Drug Free Association and doing what I can tc try to dis- 
suade people from taking this stuff. I quit taking it myself because 
I came to the realization that it is cheating. The use of drugs is 
very widespread in certain areas of the country such as California, 
Texas, Florida, real hot beds. I have to admit particularly in the 
Houston area, it's prevalent. 

There was a guy that came into the gym I was training at in 
Pasadena and people pointed him out and said, he's a natural, he 
didn't take any drugs and people starred at him and they watched 
him train, it was kind of a new thing. 

I got to the national level and the women I was competing 
against were drug free and they were from Wisconsin, the Mid- 
west. They were talking to me about it. I got to be friends with 
them. My conscience kind of got to me and I felt guilty and said, 
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well, this is cheating, I can't do this to people that are getting to be 
my friends, so I just quit doing it. 

One of the distributors I luiew in the Houston area was a fire 
ftehter. I saw a policeman one timp buy some drugs from him in 
the gym. They would bring their suitcases, usually in my area they 
brought suitcases in the gym. They had little teflon rectangular 
sort of boxes with lids that would peel off like vou put carrots in in 
the refrigerator, and they would mark on the box, growth hor- 
mone, whatever it was, and they would come in the gym. Tve seen 
them do it right out there on the gym floor when there were not 
too manv people in there. 

Mr. Waxmav It's very open? 

Ms. THOBfPSON. Very. 

Mr. Waxman. Is there a lot of pressure to take these drugs and 
easy lot of availability to them? 

Thompson. I thmk the pressure, yes, mamly in sports like 
football and stuff but in power lifting and body building, it's known 
that if vou want to make it to the top, you have to do this. 

Mr. Waxman. Dr. Kerr, I was impressed that you were able to 
get this bo>: of Protropin, which was manufactured by Genentech, 
because they are going to testify later, that the distribution is very 
careftiUy controlled. We have been told it ls distributed only 
through hospital pharmacies, 1,000 pediatric and adult endocrinolo- 
gists, and therefore, we ought to be assured that somethii^ like 
this is going to be distributed only through these channels. 

Are these controls working? I guess the answer is not very well if 
you can pick up a box. 

Mr. Kerr. It just took $450 and a phone call. As I said, I picked 
someone who is not a likely drug seller. I could have picked any of 
50 or 60 others that I know do sell drugs to athletes. I received let- 
ters and phone calls from athletes throughout the country and 
Canada implymg they are taking this drug. 

It sounds to me as though there are thousands and thousands of 
people if not more taking this drug. I don't understand how they 
are getting it. Somebody is making some money somewhere. 

I assume that it is from an inventory in some pharmacy some- 
where. We have heard the story. Dr. Todd called me about it, a 
railroad car m the east that was hi-iacked and someone took the 
growth hormone out of the car. You know, I've heard that story so 
many tunes, when it came to human growth hormone. I mean, at 
least SIX tirnes I have heard that story throughout the country. 
They all said, that's why it's available. 

Either there is a very unguarded railroad track back East or it is 
just a lot of baloney, and I think that is what it is. I think someone 
IS selling this from their inventory and I think that is where we 
need to find the character. 

Mr. Waxman. If we move this drug to a controlled substance cat- 
^ory. It would certainly make the supply not as available and 
there would be very strict penalties. 

Dr. Taylor, do these penalties work? Is there just too much of an 
economic incentive to violate the law anyway? 

Mr. Taylor. First of all, I think you have to look at the fact that 
drug companies can't make the drug a controlled drug. I think the 
drug companies are probably doing as much as they can do to limit 
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the illicit distribution. I think the controls work for a particular 
drug like human growth hormone because there is going to be the 
technology involved, with manufacturing the drug, it is not some- 
thing a chemist can do in a garage lab. I think what would specifi- 
cally work for human growth hormone is in the area of allowing 
more time for research in clinical settings before we have such 
widespread use among society. I think that seems to make a lot 
more sense. 

I think it is very ea^ to cop out and say, well, let's look at other 
drugs that are on the controlled substance lists, let's look at am- 
hetamines. Amphetamines were a non-controlled prescription 
rug at one time, until there was approximately five times more 
amphetamines distributed and used in this country than were 
being prescribed. 

Certainly, it has not totally done away with amphetamine abuse 
but it certainly stemmed a social tide. The same thing with drugs 
such as tranquilizers. They were non-controlled general prescrip- 
tion drugs and due to abuse potential and other factors, were 
moved and reclassified as controlled substances. Certainly, in these 
cases, the Controll^ Substances Act looked very, very good. 

When you are dealing with other illicit drugs that can be manu- 
factured in a various number of ways, Tm not sure the situation 
works, but for a prescription drug as hard to manufacture as 
human growth hormone, I think it is an ideal situation. 

Mr. WAXBfAN. One of the arguments we hear against placing 
human growth hormone under the Controlled Substances Act is 
that the use of the product does not fit the criteria defined for 
Schedule n substances. Let me read those criteria to you and see if 
they fit in this case. 

First, does the drug or other substance have a high potential for 
abuse? I would assume none of you disagree with that criterion for 
this drug. 

The drug or other substance has a currently accepted medical 
use in treatment in the United States or currently accepted medi- 
cal use with severe restrictions. That's clear. 

Abuse of the drug or other substance may lead to severe psycho- 
logical or physical dependence. You all agree that is a possibility as 
well? 

If we have those as the criteria for the categorization of this 
under Schedule II, then this is the kind of drug that could be 
abused and we want to guard against such abuse. 

Dr. Sodeman, let me ask you this question. The College of Ameri- 
can Pathologists supports placing human growth hormone under 
the restrictions of the Controlled Substances Act. Are you at all 
concerned, as we have heard expressed by some parents of growth 
deficient children, that such restrictions will prevent ad hoc experi- 
mentation by physicians on short children who do not fit the tradi- 
tional definition of pituitary deficiency? Also would such controls 
discourage a physician from increasing the dosage of human 
growth hormone in a patient for whom conventional dosage might 
not be beneficial? 

Mr. Sodeman. No. I don't think we have anv concern that this 
will restrict in any way further scientific development on the use 
of growth hormones in children and other areas in which growth 
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hormone xnay be useful. All it does is it requires that in fact there 
be reasonable tracking of that use, tracking that we think is essen- 
tial in order to avoid abuse and to assuie that in fact the physi- 
cians are considering that potential, that this is a serious drug, this 
18 a drug they have to be concerned with and therefore, they do 
have to keep the necessary information. 

K also provides a stimulus within institutions in which human 
testing IS bemg done so that as the committees for human use take 
and address the issues of the experimental use within university 
traimng centers, that in fact they know that this drug is scheduled, 

•^LS^'**^ ' necessary recordkeeping will be re- 

^^^^^^ human use experimentation that takes place. 

We fully support this. We feel it will not limit in any way the 
experimentation that will take place in this country and it may in 
fact encourage it to a certain d^ee. We think it might encourage 
It because it will be considered to be a significant drug and the role 
of that drug is such that it is under the purview of a variety of 
people so that the use is reasonable and responsible. 

Mr. Waxman. Mr. Coats. 

Mr. Coats. Thank you, Mr. Chairman. 

Fd like to ask several questions, starting out with Tam Thomp- 
son and Terry Todd and Dr. Kerr, you may want to jump in here, 
too. 

Summarize or capsulize for me the prevailing attitude among 
athle^ m terms of human growth hormone. What is the attitude 
regarding the side effecte, the consequences? Is that just inconse- 
quential? Does everybody just say, don't worry about it, or is the 
prevailmg attitude that there really are no bad side effects, the 
pluses outweigh the minuses? 

Dr. Kerr. 

Mr. Kerr. At this time, the athletes, I think, are oblivious to side 
effects. 

Mr. Coats. Do they not know or not care? 

Mr. Kerr. Both. They feel that from what they can gather, there 
have been no side effects reported in athletes and that is exactly 
what they want to hear. 

Mr. Coats. In other words, the prevailing attitude is there is 
really not much down side with this particular drug and the pluses 
far outweigh the minuses? 

Mr. Kerr. Remember, this drug is not being used just here. This 
IS worldwide in use. In fact, I talked to a Russian athlete last week 
who seemed to think they were soon to develop a test for growth 
hormone, Protropm, and they are already developing the blocking 
agents that they were planning on using to foil its detection. 

Also, the use of this drug promotes the use of other black market 
drugs, because if an athlete takes a growth hormone by itself, he is 
going to get very little gain, in bulk. He must take another type of 
ambohc agent and no doubt bought from the black market, 
u I ¥ ^,}^ ^^^^^ fi®^^' he might take one oral agent. If he is a 
body builder, he might take six or eight different products. 

It seems there is something about the ocean air, the closest you 
get to the beach in Long Beach, along Santa Monica, the greater 
the use of drugs by these people. You might have athletes, and Fm 
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certain there are many of them, who are taking growth hormone 
along with a multitude of other anabolic agents. 

Mr. Coats. Terry, is that true, is this the prevailing attitude that 
this is the thing to do r^ardless of the consequences? How much 
are the athletes focusing on the long term effects, the potential dis- 
astrous consequences of being involved in this mixture and who 
knows how pure the batch is and what the results are going to be? 

Mr. Todd. I think there are several factors that are involved. 
One is the fact that most of the people about whom we speak are 
young, quite young. They are much more likely, because of their 
youth alone, to be risk takers, to be adventuresome, to not feel 
their mort^ty, the fact that they are competitive athletes of 
course moves them another step farther toward the feeling of in- 
vincibilihr. We have to remember that in almost all cases, the 
people who use human growth hormone are already using a lot of 
testosterone and other kinds of anabolic steroids and testosterone 
in particular makes you feel absolutely like Superman, nothing is 
going to hurt you. As a result of that, you are much more likely to 
make bad judgments as to what drugs to take, what not to take. 
You feel as if perhaps other people might fall by the way side to 
some of these side effects, but in your case, you are simply much 
too strong and vigorous, potent, virile, tough, and invulnerable so 
they will never strike you. 

It goes with the territory of being at that level. Again, to refer to 
those two studies, they involved sbont 100 people in each study. I 
find them very consequential studies, to demonstrate that if people 
will die, that suggests to me to warn them they possibly might get 
some health effects down the line is not going to be very effective if 
they have already told you they will die in a year in order to be a 
champion. Therefore, education alone, in my view, is simply not 
going to solve these problems at all. Some kinds of controls, some 
kinds of firm testing have to be implemented. 

Athletes cannot be convinced by the evidence not to take these 
drugs. 

Mr. Coats. Dr. Voy, you testified that the consequences or possi- 
ble side effects are decreased muscle capacity, decreased athletic 
ability. Obviously, this is not believed by the athletes or not experi- 
enced by the athletes or they wouldn't keep taking this stuff. 

Mr. Voy. Let me coin a phrase that 1 think Terry used some 
years ago. The concept here is the imfair predicament that athletes 
find themselves in, particularly those that have had the opportuni- 
ty to compete overseas against athletes who do use performance en- 
hancing drugs. 

The problem with these drugs are they work. Let's face it. We 
are not going to lie to anybody. Unfortunately, years ago, 25 years 
ago, when this all started, the medical profession in its pure ideolo- 
gy stated there was no evidence that these drugs indeed worked. Of 
course, no athlete would ever accept that, that ever went out and 
took an anabolic steroid and gained 25 to 30 pounds of lean muscle 
mass in 8 to 10 weeks and lifted weights 20 to 25 percent more 
than they had ever lifted in their life. 

Now, when we know from the Intimate use of these drugs over 
the last 25 years in such things as kidney disease, muscle wasting 
diseases, cancer, et cetera, where the profession has found that the 
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use of these drugs do produce kidney damage, do produce cancer of 
the hyer, do pioduce premature aging of the coronary and cerebral 
vascular arteries, now when we turn around and attempt to edu- 
cate athletes that we know the bad sides, they said, well, doc, you 
hed to me 25 years ago, when you told me this was a strictly place- 
bo effect. ^ ^ 

The profession has lost a great deal of credibility in attempting 
to educate athletes about the bad side effects. Athletes will use 
the^ drugs, if athletes thought you could capsulize horse manure, 
p^on the expression, in a capsule and take it three times a day, 
athletes would take that I am not saying that critical of athletes. 
I m sunply statmg the necessity athletes find themselves in, when 
they dedicate years and years of their life, their family and every- 
thing else to their sport and realize to win, they have to use per- 
formance enhancing substances. It is an unfair predicament. They 
wiJl do it no matter what we attempt to do. 

That is one of the reasons why cheating is one of the main ob- 
jects of the Olympic Committee's drug testing program, to attempt 
to assure the American public and our sports organizations of fair 
competition. 

Mr. Todd. I would have a bought a horse, for example. 

Mr. Coats. If we go to classifying these as Class 2 substances, I 
^ess the question I have to ask is how effective is this going to be? 
We have heard testimony from everybody here about the black 
market offshore sources, people willing to pay any price. If your 
goal 18 to become an Olympic champion or a national champion, or 
this, that or the other, yes, it may cost more, because we control it, 
but it sounds to me like demand is going to drive this thing, and 
not supply. By restrictmg supply, we might be able to make it a 
little tougher to get by mcreasing the cost. But if somebody's broth- 
er-m-law dnves the delivery truck or some pharmacist has a friend 
who 18 going to make this available, or we've got a doctor who 
doesn t have any scruples m this area, I Aink it^ just like heroin 
or anythmg else. They are controlled substances, but if the demand 
18 there, people are going to find a way to get it. So are we really 
gomg to accomplish the purpose that we are after here by control- 
Img this? 

. Mr. Kerr. If that's your only goal, trying to educate the athletes 
w worthless. But by making the penalties tough for the dealers and 
for those caught with the drug on their person, I think that is your 
only control. 

Mr. Coats. Well, we make penalties very tough for heroin deal- 
ers and cocaine dealers, and that doesn't stop 

Mr. Kerr. They're not anabolic steroid users. These people 



are 



Mr. Coats. My point is we have made the penalties very tough. 
We are pouring tens and hundreds of millions of dollars into a 
dr^ interdiction effort with very little success. Most of the people 
m Florida, the Customs agency and FDA, tell me they are lucky if 
they are getting 10 percent of the stuff coming in from overseas. So 
I think we might be fooling ourselves here if we think that moving 
m# a Class 2 controlled substance is going to solve the problem. 
Mr. SoDEMAN. But we have to remember that the controlled 
manufacture status of this particular drug. Many of the narcotics 
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that are available could be manufactured in a variety of places out- 
side of the control of the controlling agents. This drug requires 
DNA recombinant work, highly sophisticated, high tech work, and 
the controls can be brought to the manufacturers to try and con- 
trol some of the access. 

Mr. CiOATS. At least the synthetic manufacturer. Now the human 
extraction or the extraction out of cadavers, that— we would just go 
back to the previous system. This was available before it was syn- 
thetically manufacturid; isn't that right? 

Mr. SoDEMAN. Right. But I think that market for that purpose as 
growth hormones will begin to dry up. We ^vill continue to manu- 
facture our hormones from pituitaries for experimental work as we 
explore other pituitary hormones and the potential use for those 
hormones. But I do not believe that that market will continue. 

Mr. C!oATS. Are you all in agreement that— excuse me, Mr. Chair- 
ni&n, this is the last question— are you all in agreement that educa- 
tion, the downside, the risk, the long term consequences, really is 
of no value? That the only method possible of controlling this, and 
even that is going to be only partly successful, is through controls 
on the manufacture and distribution? 

Mr. Todd. One thing I definitely would like to point out, and I 
think it's critical, within the last couple of years the FDA, the 
DEA, and the FBI have been active in the matter of steroids. They 
have had a big impact. They have put a lot of people in jail. They 
have had a lot of people under surveillance. It s much more diffi- 
cult to get certain drugs. The dealers cannot deal with impunity in 
the way that they have done. This has had a big impact, and I have 
been told by people highly placed in all those agencies, as well as 
several of the very major dealers, that one of the things they all 
agree is that controlling steroids, for instance, and controlling 
HGH will have a very, very big negative impact on the ability of 
these drugs to be transmitted as easily as they are now. 

Mr. Waxman. Thank you, Mr. Coats. 

Dr. Voy, do you want to say something? 

Mr. Voy. Yes. I just wanted to remind the committee of one 
thing. We do not have a test for growth hormone. We control the 
use of anabolic steroids as far as cheating in sports and its abuse in 
other forms by drug testing. Drug testing has become very reliable, 
particularly the type of technology that we use at the Olympic 
Committee and the NC-2A is now using. It's 100 percent. But there 
is not a test for g[rowth hormone. 

So the perception of the athlete out there now is that let's forget 
the anabolic steroids. We can get the same and better effect &om 
growth hormone, and they can't detect it. 

Now studies will show that about 40 percent of these drugs that 
are gotten are not gotten on the black market. They are gotten 
from pharmacists and physicians, and putting a substance under 
the controlled substance, or scheduling it, does one thing, I think, 
that is very important: It allows us a window of responsibility to, 
once we find out who the aider's and abettors and suppliers of the 
drugs are, it gives us the opportunity then to crank in the legal 
motions that are necessary to take action against these individusJs. 

So, Indeed, I don't possess a lot of confidence sometimes in our 
laws, in our ability to control the abuse of these substances at the 
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moment. But it does allow us an opportunity, both professionally, 
to do something r/oout our colleagues who get involved in the busi- 
ness. 

Mr. Waxman. Di-. Voy, are you saying that the only protection 
we have would be to place this under Schedule Class II? 

Mr. Voy. That is the only control I know of it the moment. 

Mr. Waxman. And therefore do you think we should be taking 
that action? 

Mr. Voy Yes, sir. 

Mr. Waxman. Mr. Sikorski. 

Mr. Sikorski. Thank you. It's been helpful. 

Fm a little concerned, as Fve seen in 10 years of public life, 
people come in and ask for a magic wand to be waved by the Gov- 
ernment, and all of a sudaen things will change. I sense that you 
are not that optimistic. But Fd like to focus on the— whether you 
have given up on the whole education. 

Dr. Voy, is the Olympic Committee working with others, FDA, 
the Academy of Sports Medicine, in an effort to educate, continue 
to educate coaches and athletes and parents about the dangers of 
excess human growth hormone? 

Mr. VoY. Yes. Let me explain. We began the drug testing pro- 
gram about 3% years ago, after the expose of the Caracas Pan 
Amencan games, when our athletes were found to have these sub- 
stances in their system. 

We feel very strongly that drug testing is not a punitive or a 
police action. It is an educational program. Not one of us here 
before this committee this morning would be here if it weren't for 
the drug testing program that was initiated 3 years ago. The USOC 
us^ drug testing as a tool to get the attention of athletes, coaches 
and administrators as to what this problem consists of. 

We have attempted to educate the NFL. I have been involved in 
consultations with them in their drug program. Obviously you 
know that Mr. Ueberroth got his experience in the 1984 Olympic 
games m drug testing with his— as far as professional baseball is 
concerned, we provided the educational basis, and the tiaining pro- 
gram for the NC-2A or the NCAA to initiate their drug-testing pro- 
gram this fall. 

So education is the tool that works, but you need a testing pro- 
pam to exercise that tool, and that's again— I hate to be repetitive, 
but without a test for growth hormone, that leaves us with an in- 
ability to control this substance. 

Mr. Sikorski. What you are saying is the controlled substance 
label IS educational in itself? It sends a message, it raises a flag. 

Can you restate how the Olympic Committee is going to help ath- 
letes and coaches avert, the potential health hazards of drug 
misuse, particularly the steroids? 

Mr. VoY. We spend about $2 million a day on educational pro- 
grams. We provide a National Drug Control Hotline that is avail- 
able to coaches, athletes, and to the general public. Its a 1-800 
number, m which we answer 7 days a week, 24 hours a day, and on 
holidays, to provide educational information to individuals request- 
ing it. 
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We have numerous printed materials. I and our drug testing 
teams are on the circuit weekly, educating, doing drug testing, 
giving lectures, et cetera. 

Mr SiKORSKi. We're having a mark-up on eight health-related 
bir ^he Full Ck)mmittee, so Til be bri3f. Now I just wanted to 
sa: h«*/e a friend whose son, a 6-year-old, is about half regular 
size. In 4 months, he has grown two inches. But the cost is twenty 
some thousand dollars a year. And what I don't understand— either 
this stuff is fake, or there's a tremendous mark-up for the actual 
HGH that isn't prevalent on the black market or the gray market 
here. They're getting a better deal on the black market, a better 
price than the parents of the kids that are using it for growth. 

Mr. Kerr. Well, it costs them nothing to start with, but they 
steal it and they can charge anything they like. 

Mr. SiKORSKi. If they steal it 

Mr. Kerr. I assume that's what is going on. 

Mr. SiKORSKi. I assume if something is stolen, there's going to be 
a report, and I don't buy the idea that it's being stolen in that 
quantity. 

Mr. Todd. There was $250,000 of it that was stolen. It was report- 
ed in The New York Times. It was stolen out of a holding facility 
in New Jersey. That was last year some time. That's a small 
amount, of course. 

Mr. SiKORSKi. That's ten kids, 1 year supply. That's not going to 
handle the thousands of people we are talking about on a daily 
basis. 

Mr. Todd. I think one thing that everybody here seems to feel is 
that as the product becomes manufactured by more than one com- 
pany, not just in this countiy, but in other countries, that market 
economics will bring the price down drastically, since the mecha- 
nisms used to produce it are not particularly complicated. 

The research that went into it was complicated, but the manufac- 
turing process is not overly complicated. 

Mr. SiKORSKi. I guess, first of all, they're not getting the same 
price, they're not paying the same price in the gyms that these par- 
ents are paying. It's a lot different price. 

Mr. Kerr. Another point is that the athlete isn't taking it year 
round. He might take it for a couple of months, and get the gains 
he needs or she needs, and then stops it and goes on to a conven- 
tional anabolic drug. So they're not staying on it year round. Now 
I'm sure there are some people who might. 

Mr. SiKORSKi. Once they use it, isn't there a reversion, or isn't 
there 

Mr. Kerr. Alas, the gains remain rather nicely. 
Ms. Thompson. I had heard 7 weeks, that you only needed to use 
it 5 to 7 weeks. 
Mr. SiKORSKi. Thank you. 
Mr. Waxman. Thank you, Mr. Sikorski. 

We are going to have to break now because the Full Committee 
is ready for us to take up another bill. 

I just want to ask one question of Dr. Voy. Have either Genen- 
tech or Eli Lilly Company contacted you or the Olympic Committee 
concerning any interest in assisting in the development of a means 
of testing for illicit use of human growth hormone? 
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Mr. VoY. No. We don't have any connection with a pharmaceuti- 
cal company. As you know, we operate on contributed funds and 
sponsorships. We'd love to have a pharmaceutical company as a 
sponsor, because there's a great deal of money there, but for this 
very reason, not just growth hormone, but the other drugs of 
abuse, we are reluctant to take on a sponsorship of a pharmaceuti- 
cal company. 

Mr. Waxman. For a minute I thought vou were asking for one. 

Mr. VoY. Oh, we'd love to be able to do it if it weren't going to be 
a misperception of what our object waa 

Mr. Waxman. We are going to break now. We will reconvene at 
1 0 clock, rathsr than 2 o'clock, and we will meet in room 2123, 
which is on the first floor of this building. 

We thank the witnesses on this first panel. I don't think there is 
any necessity for you to come back. We appreciate your testimony. 
It's been very, very helpful to us. 

Thank you. 

AFTER RECESS 

Mr. Waxman. The meeting of the subcommittee will come back 
to order. I apologize to our guests that we were delayed in recon- 
vening this hearing, due to the time taken by the Full Committee. 

Our next witnesses represent two drug companies involved in the 
manufacture of human growth hormone. 

James Gower is the Vice President for Marketing for the Genen- 
tech Company of San Francisco. In October 1985, the Food and 
Drug Administration announced approval of Protropin, the first 
biosynthetic product found effective in treating children with 
growth hormone deficiency. 

Leigh Thompson is a physician and vice president for Clinical In- 
vestigation and R^latory Affairs of the Eli Lilly Pharmaceutical 
Company. Just last week, the FDA approved marketing of a new 
humai* growth hormone product. The availability of this product is 
currently the suWect of litigation. 

I want to ask Mr. Gower and Mr. Thompson to please come for- 
ward. 

We are pleased to wi^lcome you to our subcommittee hearing. We 
have vour prepared statements. They will be made part of the 
record in full. We'd like to ask, if you would, to summarize in no 
more than 5 minutes. 

Mr. Gower, we will start with you, and I think there's a button 
on the base of th^ mike that you have to push to turn it on. 

STATEMENTS OP JAMES M. GOWER, VICE PRESIDENT FOR MAR- 
KETING, GENENTECH, INC; AND LEIGH THOMPSON, VICE 
PRESIDENT, CLINICAL INVESTIGATION AND REGULATORY AF- 
FAIRS, LILLY RESEARCH, ELI LILLY AND CO. 

Mr. Gower. Thank you, Mr. Chairman. 

Genentech certainly stands ready to assist this committee in any 
way possible in placing any appropriate restrictions on the pre- 
scribing of growth hormone that would lead to a reduction and the 
therapeutic misuse of the product. 

We don't feel that DEA scheduling is particularly appropriate, 
however, because we don't really think, to be quite honest, that it 
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will change anything in terms of ^hat youVe heard this morning, 
since there is a system primarily in place to provide auditability of 
the physical distribution of the drug, which is— we heard about 
some cases of diversion and some bogus products this morning. 

We have, because we didn't feel that this was appropriate at the 
time of iBarketing, put some things into place alreadv that we feel 
are actually already more restrictive than DEA Schedule II and 
perhaps moro importantly don't involve eifher economic or imple- 
mentation burdens on the parents of the children who the FDA ap- 
proved this hormone for the use of. 

And if I could, I would just briefly like, without being redundant 
and with the written testimony I gave you, to highlight the key ele- 
ments of that system, because I think it's important to illustrate a 
real live situation in terms of the children who legitimately need 
this hormone, ps opposed to athletes or others who would simply 
like to have it. 

Specifically what we have done is to put in place a system that 
has two ^L^tribution channels. One utilizes a home health care firm 
by t!*<; name of Caremark located in Southern California. The other 
is to select hospital pharmacies, and those are, without exception, 
either major teaching centers or children's hospitfds, where we 
have requested that the hospital pharmacist place growth hormone 
on a restricted formulary. What restricted formulary means is that 
it would not be available ordinarily to all physicians on staff, but 
to those that are agreed by the Pharmaceutical and Therapeutic 
Committee are appropriate prescribers of this growth hormone. 

Almost every pharmacy has complied with this request, and 
right now I think it is accurate to state that of the growth hormone 
being distributed from our company, Protropin, we cannot only 
physically verify the distribution of 100 percent of the growth hor- 
mone, wnioh is what is required by DEA scheduling, but in a 
rather unprecedented move in the pharmaceutical industry, be- 
cause we were worried about the potential for misuse of this prod- 
uct from the very beginning. 

We can physically verify the appropriate prescription, including 
such things as the basis for diagnosis and the physician's name, 
through either our post-market surveillance study or through the 
recorob we have access to at Caremark, which are blinded only as 
to patient confidentiality, on over 70 percent of the children being 
treated. That is really an unprecedented number and something 
that DEA schedules r^ly wouldn't add to. 

Really, my last point, so as to not take too much of your time, is 
to tell you what DEA s-^heduling would do, which we think is detri- 
mental. 

DEA Schedule n prohibits refill prescriptions, telephone verifica- 
tion of prescriptions except in cases of an emergency, and indirect- 
ly limits the size of the prescription that can be filled in almost all 
cases, since it's designee for psychoactive substances which are pri- 
marily acute use situations, as opposed to chronic use substances 
like growth hormone or human insulin or others that are used for 
many years in chronic therapy. 

What this pragmatically does for a child is that it means in order 
to have easy access to growth hormone under Schedule 2, he must 
go back and make medically unnecessary visits to the physician to 
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get the prescription rewritten, because that's what the regulations 
require. In many cases and in the case of a child that lived at some 
distance from the medical center where he was being treated, 
based on some insurance reimburse schemes that require less than 
a month's prescription, it could mean as many as 24 trips a year 
just to simply obtain the prescription, come back and obtain the 
drug. 

We feel that would add certainly a lot of burden and potentially 
a lot of cost to the child in terms of obtaining the growth hormone. 

As a last point, the case can be made that DEA Schedule II— and 
this is what frightens me the most— could be relied on by others 
coming into this marketplace as being the primary protection, be- 
cause it sounds good. And quite frankly, I feel that any sports med- 
icine physician out there who has a license to practice and DEA 
schedule number— and they all do, because they have to prescribe 
Empirin with Codeine and other sorts of painkillers, can have 
easiev access if that schedule is relied on instead of some sort of 
control not on the physical distribution, but control on who is able 
to prescribe and who is not. 

The FDA and the DEA can't force us to put in place these sort of 
controls, but we voluntarily put them in place because we're wor- 
ried about the very same problem. 

So we stand willing to help you on thin^ that would help control 
abuse without putting unnecessary burden on the children, and I 
would like to start with, if I could ask your assistance in obtaining 
the lot number of the Protropin that Dr. Kerr said he obtained this 
morning, we would like to find out where that came from. 

[Mr. Gower's prepared statement follows:] 

Statement of James M. Gower 

Mr. Chairman and members of the Committee, I am James M. Gower, Vice Presi- 
dent of Marketmg at Genentech, Inc. Genentech is a leading biotechnology comj^y 
committftd to the reseixrch, development, and commercialization of pharmaceutical 
P^uct^ made through recombinant DNA techniques. Since 1976 we have been in- 
volved m the research and development of a number of important pharmaceuticals 
that would not be possible without the new tools of biotechnology. Among the re- 
copbinant pharmaceutical products which we developed and for which we have re- 
ceived FDA marketing approval, are human insulin for diabetics, alpha interferon 
for patients afflicted with a certain type of cancer, and human growth hormone for 
the treatment of growth disorders in children whose bodies cannot make adequate 
levels of growth hormone. We have a number of other exciting and promising prod- 
ucts in the pipeline, such as one which dissolves clots in heart attack victims, called 
tissue plasminogen activator, which we asked the Food and Drug Administration 
(FDA) to license in April, 1986. 

To date, however, the only product which we have developed and brought to 
market m our 11 years of corporate existence is Protropin" (somatrem for injection), 
the trade name for our recombinant human growth hormone. We market Protropin 
in the United States and Canada. Kabivitrum, a Swedish company owned by an 
agency of the Swedish government (to which we have licensed our technology for 
producing Protropin) distributes our human growth hormone product outside the 
Umted States and C^ada 

Since 'fte <»ar1y dayz in om development of Protropin we have been aware of the 
potential tor misuse of the product. Prior to the commercialization of Protropin, 
Genentech consulted extensively with the American Academy of Pediatrics and the 
Lawso.i Wilkins Pediatric Endocrine Society. Our mutual goals were to develop a 
difltnbution and control system that would address the potential for growth hor- 
mone 8 nisuse without imposing unnecessary burdens on the families of children 
who need this drug to correct an endocrine w. ^tem imbalance which prevents their 
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growth and maturation. We at Genentech believe that we have done a good job in 
meeting these two goals. 

Our view of the potential misuse of Protropin and other human growth hormone 
products is that the drug may be desired by athletes or parents of children who 
would lilr^ to have their children grow taller. At the root of this potential for misuse 
is a physician who is willing to misprescribe the drug. We are concerned with poten- 
tial misuse and would support legislative restrictions which are aimed at limiting 
the prescription of Protropin for inappropriate uses. 

I would like to share with the Committee the details of our system for distributing 
Protropin. It is a system far more restrictive than that which could legally be im* 
posed on us by the FDA or the Drug Enforcement Administration (DEA). At our 
system's cor.* is a limitation on the ty les of physicians who can prescribe Protropin 
in order tc avoid any misprescription. fhus, we distribute the dnig only to designat- 
ed distribution centers in order to assure that access to Protropin is limited to ap- 
propriate medical specialiGts: pediatric endocrinologists and other endocrinologists. 
We also verify through post marketing surveillance, that these physicians have di- 
agnosed properly growth hormone inadequacy. 

Specifically, Genentech distributes Protropin only through Caremark-Home 
Health Care of America and designated hospital pharmacies. We have no fmancial 
interest in either Caremark or any of the hospital pharmacies that distribute Pro- 
tropin. 

We use Caremark, a home health care company, as a primary distributor because 
it is convenient for patients and because it provides additional s^dTeguards to insure 
that Protropin is used only to treat patients who have been properly diagnosed as 
growth hormone deficient. In addition to a prescription, Caremark requires a state- 
ment of medical necessity, including a diagnosis signed by an appropriate medical 
spec'iaist for each patient, with supporting details of the diagnosis, before the drug 
90 dispensed. 

The only other means by which Protropin is made available through distribution 
is to select hospital pharmacies in major medical centers. Recognizing that even tl-Js 
limitation pose? some potential for therapeutic misuse of Protropin, we request dis- 
pensing hospitals to place Protropin in restricted formularies so that only certain 
physicians authorized by the hospital can prescribe it 

We believe that Genentech's closed distribution system is effective and that addi- 
tional controls on the distribution of Protropin are unnecessary. We already track 
closely the I^tropin we distribute ttirough our two distribution channels and rou- 
tinely check for any suspicious use or diversion. Thus, placing human growth hor- 
mone on any DEA schedule wouid simply add to the paperwork, oil. not to the effec- 
tiveness of our system. More importantly, between the records to which we have 
access at Caremark-Home He^ Jth Care of America and the data we hc!d directly on 
the over 1,700 children that we follow in our post-market surveillance study, we can 
identify and audit almost 70 percent of all the patients for whom Protropin is pre- 
scribed. Our data base for these patients includes: diagnosis, patient age, dose of 
growth hormone, frequency, and the prescribing physician. In other words, we are 
able not only to verify the physical distribution of Protropin, the focus of DEA 
scheduling; but in aiinofit 70 percent of patients we can also verify the appropriate- 
ness of the prescriptiot* We believe that this system is unprecedented in the phar- 
maceutical industrv W<^ further believe that placing cp'owth hormone on a DEA 
schedule would oJd nothing to the safeguards built in^o Genentech's distribution 
system. 

The DEA scheduling system is focused primarily on assuring proper controls on 
the physical distribution of psychoactive drugs. The DEA system is not well-suited 
for monitoring the proper prescribing of scheduled dn hv physicians. In fact, to 
quote from a portion of DEA regulations applicable to scheduling, "The responsibil- 
ity for the properprescribing and dispensing of the controlled substance is i^pon the 
prescriber (21 CFR, Section 1306.04). Specifically, if human growth hormone were 
placed on DEA Sr'.edule II, any sports medicine physician in the United States 
would be able to prescribe growth bsrmone as long as he or she is licensed to prac- 
tice medicine and is in possession of a DEA prescriber number (something all prac- 
ticing sports medicine physicians have). Currently, these physicians do not have 
ea£fy access to prescribing opportunities for Protropin. 

Genentech opposes the placement of human growth hormone on the DEA sched- 
ule not because of any fear of lost revenues, but because we already have a more 
stringent distribution system in place. We oppose the scheduling of human growth 
hormone because it would make obtaining the drug more inconvenient and more 
costly for the very patients for whose benefit the FDA approved it. 
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Placing human growth hormone on the DEA schedule would prohibit prescription 
re^ and prescription verification by telephone except in emei^ncies, and indi- 
ceclly would hmit the prescription amount that could be dispensed by a registered 
pharmacist to a growth hormone deficient child. These prohibitions would place un 
nec^an^ burdena on the families of these children. Since growth hormone is pre- 
scribed for a chrome condition, it is currentiy dispensed on a routine basis between 
sch^uled phjjsician visits. DEA scheduling would require famUies to revisit the pre- 
scnbing physicians sunply to obtain a new prescription; in some cases this would 
involve three to four times more visits than are medically required. Because treat- 
ment of growth hormone deficiency may extend over a 5 to 7 year period (or even 
longer), expenses for additional physician visits would be substantial. Where third 
party reunbursement requirements limit prescriptions to less than a one-month 
period, as many as 24 trips a year could be required. 

Currently prescriptions for growth hormone are refilled by hospital pharmacies or 
tar^iark, often by phone verification to the physician. Reffils, however, of a Sched- 
ule n drug are prohibited by statute and DEA regulations require partiaUy filled 
prescriptions to be completely filled within 72 hours. Therefore, for many families 
who live some distance from tae medical center where the prescriber practices, addi- 
Uonal and medicaJiy unnecessary trips would add significant cost as well as incon- 
venience to their lives. This inconvenience and cost, which would not provide addi- 
tional effective safeguards, could result in parents asking physicians without appro- 
prwte tramingtoprescnbe growth hormone for their chUdren. 

With other growth hormone products now entering the market, DEA scheduling 
could actually have a detrimental effect on the control of growth hormone usage. 
Other m^ufacturers may simply rely only on Schedule n controls as a means of 
hmiting distribution and refuse to use the self-imposed distribution controls that 
trenentech has pioneered. If that happens, other manufacturers' pioducts may be 
more readily available at local pharmacies; this could force Genentech to consider 
alternative means of distribution in order to remain competitive. 
nPA ?JSi?'n^''^''*^'i opposes the placement of human growth hormone on 
bchedule U for one fundamental reason— it will have a negative impact only 
on those who Intimately need the drug. We currently have in place a system that 
" e^^o^ously sucoessful in limiting access to growth hormone to those 
who use It proper y. We stand wiUing to work with this committee to design addi- 
tional controls on human growth hormone if they can be shown to benefit the public 
h^th and not present unnecessary additional burdens to patients and their fami- 

Mr. Chairman, I will be pleased to answer any questions you or other members of 
the comnuttee may have. 

Mr. Waxman. Thank you very much. 
Dr. Thompson. 

STATEMENT OF W. LEIGH THOMPSON 

Mr. Thompson. Thank you, Mr. Chairman. 

I am here today with Mr. John Holt, who is the Secretary and 
General Counsel of the Pharmaceutical Division of Lilly. I would 
like try to summarize our statement in five pointc, based largely 
on the testmionv you heard this morning. 

First of all, the question is, will growth hormone have a benefi- 
cial effect on athletic performance? And I believe that there is no 
evidence that it will, and that there is evidence th'^^t it may be 
harmful. 

Now there are two lines of evidence. Fu«t of all, this morning we 
heard anecdotal reports of the use of growth hormone, some of 
which may be only water in the vial, together with anabolic ster- 
oids, together with eating as many calories as possible— very diffi- 
cult to make out what growth hormone might be doing to the ath- 
lete m that regard. Furthermore, the limited amount of growth 
hormone that s available make it very unlikely that any number of 
athletes have obtained in large amounts for a long period of tune. 
Ihe dose, of course, is related to bod}' mass, and f doubt seriously 
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that manv athletes have received enough to have any effect from 
the growth hormone. 

Now the second point is, I'd like to agree with Dr. Voy on what 
he said this morning about our knowledge about an excess of 
growth hormone. The condition of acromegaly is well-known, and 
as he pointed out, this leads to a large jaw, Angers, ears, feet, but it 
leads to muscle weakness. There actually is a disorder of muscle 
and also a disorder of nerves. 

And our experience with acromegaly would suggest to me that 
an excess of growth hormone is not only not beneficial, but prob- 
ably harmful in patients. I think if the athletes knew what ^ye 
know about growth hormone, they would not be interested in mis- 
using it. 

Now the second thing is, will education work? We heard some 
debate about that this morning, but I think the athletes who testi- 
fied are eloquent examples of effectiveness of education. They 
themselves were educated and stopped misusing drugs, and they 
are effectively educating other athletes in the proper approach to 
athletics and not misusing drugs. 

I don't think that Dr. Vo^ meant to fully equate educational ef- 
forts of the USOC with punitive drug analysis. In fact, the USOC is 
working on educational programs, and of course the drug industry, 
like Lilly, is vitally interested in educating the profession and the 
public in the proper use of drugs. We know what our drugs will do 
when they're correctly used. We do not want them damaged by 
misuse in any way. 

In addition. Dr. Voy suggested that the USOC had difficulty in 
accepting contributions from the pharmaceutical industry. But I 
want to point out that Lilly has quite a track record of aidmg ama- 
teur athletics. Two years ago, we gave $235,710 to the University of 
Indiana to establish a drug analysis laboratory for amateur athlet- 
ics, and that will be the primary lab in the Pan Am Games, and in 
addition, the company ipade non-commercial contribution of $1 
million in support of those Pan Am/Games. 

Lilly is an expert in education about drug ePects, and we believe 
that we would like to work with the USOC, tne Amei'can College 
of Sports Medicine, and other bodies in educating athletes in the 
pharmacolofjy of growth hormone to dissuade them from its 
misuse. 

Now third, this morning Dr. Todd emphasized that the misuse of 
anabolic steroids has quite effectively been decreased by the cur- 
rent efforts, and I remind you that anabolic steroids are not subject 
to the Controlled Substances Act, and therefore the current system, 
at least in the regard to anabolic steroids, as he testified, is work- 
ing. 

Would the Controlled Substances Act work? Well, as Chairman 
Waxman noted this morning, that Act is largely for drugs that 
produce dependency, and I'm not aware that growth hormone pro- 
duces either psychological or pharmacological dependency in the 
scientific definition. 

Now finally, we do bslieve that there are two alternatives to the 
Controlled Substances Act that clearly will work. One of these is 
education, which I mentioned before, and the second is controlled 
distribution. 
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We just heard of Grenentech's program of controlled distribution. 
Lilly also is shipping directly from Indianapolis to pharmacies 
where there is a specific need. We already have one example where 
a pharmacy requested the drug without a demonstrated need, and 
it wasn't shipped. We believe that we can control access in that 
fashion. 

Now perhaps the best way to summarize is to quote from this 
morning's Wall Street Journal and the article by Alan Otten. In 
the last paragraph, he quotes Dr. Robert Blizzard, who was one of 
my professors and who is one of the leaders in pediatric endocrinol- 
ogy^ and growth disorders: 

'The paperwork burden is boimd to result in additional cost to 
the patient, says Robert Blizzard, Director of the University of Vir- 
ginia's Children's Medical Center. Education and tight controls by 
the manufacturers should be the mechanism to prevent abuse." 

I believe we agree with Dr. Bliz^^ard. 

Thank you. 

[The prepared statement of Mr. Ihompson follows:] 



Mr. Chairman and members of the Subcommittee, I aw Dr. W. Leigh Thompson, 
M.D., Ph.D., F.A.C.P., a Vice president of the Lilly Research Laboratories. With me 
today is Mr. John M. Holt, Secretary and General Counsel of the Pharmaceutical 
Division. 

It is a pleasure to provide these comments on human growth hormone. 

Eli Lilly and Company has been involved in the research, development, produc- 
tion and distribution of human pharmaceutical products for over 110 years. At the 
present time, the Company has a significant commitment to innovf.tion in biotech- 
nology. These comments will address: 

1. Growth hormones and their use by athletes. 

2. The use and distribution of the Company's most recently approved nroduct. 
HUMATROPEf— human growth hormone; and 

3. Public policy considerations relative to the control of human growth hormone 
and comparable substances. 



There are numerous hormones that contribute to growth. These remarks will 
focus on one of these, human growth hormone, that is available as HUMATROPE* 
(somatropin [rDNA origin] for injection, Lilly). 

Human growth hormone drug products are intended to permi* normal growth in 
children who have been medically determined to be severely deficient in this sub- 
stance. For about three decades the hormone derived from cadavers was distributed 
by the National Institutes of Health for treatment of thousands of children with 
growth defects. Despite such widespread use and distribution, little if any of the ma- 
terial was known to be misused. 

Serious consequences can result from excessive amounts of this hormone. These 
consequences can be judged from the condition of acrom^aly, caused when a pitui- 
tary tumor secretes more homone than usual in adults. The jaw, hands, and feet 
paw larger, the patient may develop diabetes mellitus and hypertension, and there 
IS generally mubcle weakness. This muscle weakness is caused both by damage to 
nerves and by a disorder of muscle. In addition to weakness of skeletal muscle, the 
heart muscle may also be weakened; and heart failure is a common cause of death 
in patients with acromegaly. 



An often-mentioned potential misuse of human growth hormone is to improve 
athletic performance. The extent of misuse of growth hormones by athletes is not 
clear from anecdotal reports. In fact, there have not been adequate and well-con- 
trolled trials of the effects of human growth hormone on athletic performance, and 
observations of patients known to have extra amounts of human growth hormone do 
not suggest any beneficial effects on athletic performance. More importantly, the 
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fundamental tenet of athletics is a quesc for excellence— the achieving of a "person- 
al best" Misuse of drugs or natura' hormones is cheating, and thereby mav reflect 
disordered priorities and ethics of some athletes and organizations that promote ath- 
letics. 

Our efforts should directed to achieving health and athletic goals in programs 
that are guided by health professionals and that discourage misuse of drugs, vita- 
mins, foods, and natural hormones. 

riUMATROPE— UMITED DISTRIBUTION AND USE 

Under routine conditions, Eli Lilly and Company distributes human pharmaceuti- 
cals through approximately 300 independeul pharmaceutical wholesale distributors. 
HUMATROPE, however, which has been in distribution only since March 30 of this 
year, is distributed directly by "third party chipment" from Eli Lilly and Company 
in Indianapolis primarily to clinics and hospitals (Although the billings for such 
shipments are through and for the account of Lilly's authorized wholesale distribu- 
tors, the HUMATROPE product itself is distributed directly to the clinic or hospi- 
tal.) This is because the Company anticipates a very narrow range of market inter- 
est in HUMATROPE for its approved use, which is the tr«»etir?ent of pituitary 
growth deficiencies in children. TTiere are now only about 5,U00 patient** with diag- 
nosed growth hormone deficiencies in the United States. Most of these patients are 
treated by approximately 300 pediatric endocrinologists. Lilly's marketing efforts 
are directed to this limited group of specialists. 

REGULATION OF HEALTHCARE 

The Food and Drug Administration has the responsibility to approve drugs deter- 
mined to be Sife and effective for their labeled indications. liceiSed physicians pre- 
scribe and registered pharmacists dispense such approved products. Lilly facilitates 
the proper use of its pharmaceutical products by extensive educational efforts. The 
utility of pharmaceuticals to society is best preserved by providing to our health 
professionals the best possible information as to the intricacies of health care. 

THE SCHBDUUNG OF HGH IS INAPPROPRIATE UNDER THE CONTROLLED SUBSTANCES ACT 

Lilly has had extensive experience with the Controlled substances Act It produces 
and distributes pharmaceutical products in Schedules 11 through V. T>^.<; Company 
supoorted the adop.,' ^ of the Single Convention on Narcotics, 1961, and the passage 
of the Controlled Substances Act of 1970. It also has supported the scheduling of 
specific drugs that it has developed. 

During the 99th Congress, the Subcommittee received for consideration H.R 5653 
and H.R. 5695, measures which would have amended Schedule II, Section 202, of the 
Controlled Substances Act by the inclusion of "somatrem and any other artificicdly 
produced growth hormone." 

The Company understands that the Subcommittee may consider such Illation 
during the 100th Congress. In our view, the inclusion of HGH in Schedule His inap- 
propriate for the following reasons. 

Present national and international controls represent efforts to limit the avail- 
ability of substances which have hallucinogenic, depressant, stimulant and depend- 
ence-producing pharmacologic characteristics. Somatrem and other artificially pro- 
duced growth hormones do not have these pharmacologic characteristics, and thus 
do not present the problem to which the Controlled Substances Act is addressed. 

Moreover, to schedule "growth hormones" under the Controlled Substances Act 
would defeat one of the Act's most important advantages. As it now stands, the Act 
has provided certainty with respect to commerciaUy-distributed controlled sub- 
stances so that wholesalers, physicians and pharmacists can identify them. The 
drugs that are subject to the Act are specifically identified in the statute itself or 
have been added to the appropriate schedule by Drug Enforcement Administration 
relation after considering the recommendations of the Food and Dnw Administra- 
tion. Controlled substances are identified as such in their labeling. T^is identifica- 
tion permits community and hospital pharmacists and licensed practitioners to 
maintain the necessary records to take inventories and to dispense and prescribe in 
accordance with the prescription limitations specified by the Act. The proposed in- 
clusion of "other artificially produced growth honnone{s)" in Schedule II could 
result in the control of a wide range of agents not identified with certainty. This 
would frustrate those attempting to legitimately maintain records and controls of 
the distribution of ethical pharmaceuticals as well as those involved in law enforce- 
ment 
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The Controlled Substances Act is a carefully balanced scheme for dealing with the 
distinctive and multifaceted societal problems presented by the non-medical use of 
dependence-producing dangerous drugs, some having no legitimate medical use 
whatsoever. The Act was never designed for dealing with issues that might be 
Uiought to anse from medical use of legitimate pharmaceuticals for diseases or con- 
ditio beyond those reflected in the druf's labeling. The possibility that human 
growth hormone products might be prescribed for such additional diseases or condi- 
tions, if It even exists to any significant extent, has nothing to do with the issues of 
drug dependency and nonmedical abuse that the Controlled Substances Act address- 
es. If certam types of drugs are to be subject to mandatory restricted distribution 
and use arrangements, such proposals should be carefully thought out Criteria for 
mclusipn of dru^ under such plans should be established with information obtained 
from all appropriate sources. 

We urge the Subcommittee to secure the views of the American Medical Associa- 
uon, tiie Pharmaceutical Manufacturers Association, and the American College of 
Sports Medicine, other health professionals in pharmacy should also be consulted, 
as should the Department of Health and Human Services and the Drug Enforce- 
ment Administration. These organizations may assist the committee in efforts to 
quantify the incidence of asserted misuse of human growth hormone and to develop 
necessary recommendations. 

In any event, Eli Lilly and Company urces that to add "somatrem and other arti- 
ficially produced growth hormoneCs)" to Schedule II would be both unjustified and 
unwise. 

We would be glad to respond to questions from the Chairman and members of the 
Subcommittee. 

Mr. Waxman. Thank you very much. 

Mr. Gower, Jet me ask you about the deterrence value of Sched- 
ule n. Fve heard that a shipment of Protropin was stolen from a 
Caremark location. Are you familiar with the details of that inci- 
dent? 

Mr. Gower. Yes; I am. 

Mr. Waxman. I understand the Protropin was clearly the target 
of the thieve^ since they went to two different bitcd. This certainly 
^ms to confirm the value of the drug on the black market. What 
I m interested iii is that the thieves specifically bypassed a quanti- 
ty of morphine, a Schedule II substance, but stole the Protropin. 

What are the penalties for trafficking in Protropin compared to 
those of trafficking in morphine? 

Mr. Gower. I can respond in two parts. First as to the facts of 
cue issue and we are still corroboratmg with the Department of 
Jubiice and their task force in investfeating this incident. I think 
that example is one of the best examples of why Schedule 11 won't 
help. The reason that the morphine you mentioned was left there- 
morphine was left there, and morphine of course is a Schedule II 
drug. That drug was stolen from a locked controlled area for Sched- 
ule II drugs, precisely what is required by the Act and it didn't 
stop the thieves from doing anything, in terms of coming in and 
stealing 662 vials. 

To date, the only diversion that we know of and in asking the 
Department Justice last week, the only one they know of. They 
have found exactly four vials of Protropin and their wide range of 
investigation is finding hundreds and thousands of vials of steroids 
out there. 

We think the system although not perfect is working. 

Mr. Waxman. Isn't it the case that if they had taken that mor- 
phine, they could be subject to 15 years for trafficking in morphine 
and for taking the Protropin, they may get a 1 year penalty of im- 
prisonment. 
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Do you believe that the current controls under the Food, Drug 
and Cosmetic Act combined with your voluntary controls are suffi- 
cient to deter such crimes and punish violators? 

Mr. GowER. Y€;s, ?»ir, I do, in the face of testimony this morning. 
If Dr. Todd is to be taken literally, that athletes would be willing to 
risk death, then to me, 1 year versus 15 years, any prison time 
would frighten the daylights out of me but the difference in the 
statutory requirements for time served wouldn't seem to be much 
of a help in terms of an effective deterrent and it would be much 
simpler just to add that on to existing food and drug acts, if that is 
important. 

Mr. Waxbian. Make it the same period of time? 
Mr. GowER. Sure. 

Mr. Waxman. That's one possibility, but obviously if they are 
going to be faced with a crime that is going to mean a 15 year sen- 
tence, they may think about it and be a little m^re concerned 
about it. It is a stiffer penalty than a fine or 1 year in jail. 

Could you supply a list of lot numbers involved in the instances 
of this Protropin discussion? We would like that for the record. 

Mr. GowER. We would be happy to. I think Dr. Budetti has al- 
ready received such a list. Fll make sure that you get eveiything 
we have. 

Mr. Waxman. In approving human growth hormone, the FDA 
was careful to limit the indications for its use to growth hormone 
deficiency. Why did the FDA find it necessary to impose this limit? 

Mr. GowER. Well, sir, that's the only thing that it has proven ef- 
ficacious for, ordinary policy. 

Mr. Waxman. Your company, Genentech, quite candidly, recog- 
nized the potential for misuse of human growth hormone and I 
commend you for that. I agree with you that your distribution 
system is probably unprecedented in the industry. 

I do not agree with you, however, that Schedule 11 would neces- 
sarily involve problems such as prohibiting refills and telephone 
prescriptions, since we w aid certainly amend the statute to accom- 
modate the usual treatment schedule for children who need the 
drug. Let's leave aside our disagreement over Schedule 11 for a 
moment. 

Fd like to follow up with you on your statement of support for 
legislative restrictions which are aimed at limiting the prescription 
of human growth hormone for inappropriate uses. What would you 
consider an inappropriate use? How would that be defined, other 
than the ones approved by FDA or in some other way? 

Mr. GowER. I would certainly think that the easiest place to 
start is for the approved indications being the limit of the use. 
That has certainly b?en applied as a standard by the Compliance 
Division of the FDA over a number of years and seems to work 
pretty well. I think that is a pretty good place to start. 

Mr. Waxman. American medicine and the pharmaceutical indus- 
try have traditionally opposed those kind of use restrictions. Do 
you think your proposal would have any serious chance of being 
enacted? 

Mr. GowER. Sir, you are asking me to have an opinion in an area 
that I'm not qualified to answer. 
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Mr. Waxman. I assume you would know the pharmaceutical in- 
dustry and their historic opposition to this kind of use restrictions. 
Do you think they would oppose it? 

Mr. GowER. I think if it was made growth hormone specific, if 
you wish, there are certainly a number of pediatricians and pediat- 
ric endocrinologists that would like to see this drug controlled in 
terms of its usage and I think the chances might be quite good. 
They certainly want to keep it out of the hands of sports medicine 
plwsicians. That goes without question. 

Mr. Waxman. Dr. Thompson, you say that Lilly recommends 
that its pharmaceutical products be used in accordance with the 
approved labeling. What do you think of Genentech's proposal for 
legislative use restrictions? Would Lilly support such an approach? 

Mr. Thompson. I don't believe there is any evidence that the hu- 
matrope, which we just introduced a little over a week ago, is being 
misused outside of the label. This is a very special circumstance. 
There are only about 300 pediatric endocrinologists who care for 
children with hypopituitary growth deficiency and therefore, we 
have focused all of our efforts in terms of educating the physicians 
to the use of this drug to that small population of physicians. There 
are only about 5,000 patients who are being treated for that condi- 
tion. 

This is not the usual circumstance where the drug may be used 
by 400,000 physicians and a large number of patients. 

Mr. Waxman. Notwithstanding that, you wouldn't agree vsrith 
their idea cf Federal Illation with that kind of restriction? 

Mr. Thompson. I think such l^islation would have to be consid- 
ered very carefully because of its implications on other drugs. 

Mr. Waxman. You are not endorsing it, you would want to see 
what other implications there are for other drugs. Do you think the 
rest of the pharmaceutical industry would be as cautious about 
that proposal as well? 

Mr. Thompson. I can't speak for the pharmaceutical industry but 
any legislation obviously deserves careful study. 

Mr. Waxman. I believe that. What are your thoughts on Dr. So- 
deman's suggestion that an inert marker be placed on synthetic 
human growth hormone to permit testing that would aid in identi- 
fying human growth hormone abuse by young athletes? 

Mr. Thompson. Such inert markers have been used in clinical 
trials in the past, to check whether or not the patient is actually 
taking the drugs. For example, one of the most commonly used is 
riboflavin, a common vitamin, which can be detected easily. That 
certainly could be attempted. I think we would be asked by the 
Food and Drug Administration to demonstrate the safety and effi- 
cacy, both of the inert ingredient and the combination. There is 
always the possibility for some drug/drug interaction or some idio- 
syncratic reaction to whatever you added. 

Although I think that deserves some study, I do not believe there 
is a precedent for the addition of such markers in any currently 
marketed drug. 

Mr. GowER. May I comment? 

Mr. Waxman. Yes. 

Mr. GowER. I was a little surprised by Dr. Voy's statement this 
morning that testing couldn't be applied in terms of growth hor- 
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mones and it wasn't fitting with my knowledge of what I under- 
stood from my scientists. I called back just to make sure, since I am 
not a scientist. 

I was told there is n. n the literature and in routine use at 
Genentech, both blood and urinalysis for both growth hormone and 
somatomedin which is the downstream biochemical that is pro- 
duced by the liver, and that indeed, at least according to what I 
was told today, and I will be glad to share that with Dr. Voy and 
anyone else, ought not to necessitate a marker, if there are indeed 
test procedures that can be used to track it already. 

Mr. Waxman. We will have to find out more information about 
that. Thank you. Mr. Coats. 

Mr. Coats. Thank you, Mr. Chairman. 

Dr. Thompson, explain to me again your control procedure. You 
are only marketing or distributing to 300 endocrinologists? 

Mr. Thompson. That's right. That is the target population of our 
educational and detailing efforts. When a pharmacy wishes to 
supply a growth hormone, that is shipped directly from Indianapo- 
lis. That would allow us to detect any unusual use by a single phar- 
macy. Because we know these pediatric endocrinologists and where 
the patients are located, it is unlikely that any substantial amount 
of growth hormone could be diverted from that controlled distribu- 
tion system. 

Mr. Coats. You are matching, if you receive a request from a 
particular pharmacy, you are matchmg that with your knowledge 
or records of an endocrinologist in that area that might be treating 
and prescribing? 

Mr. Thompson. That's correct, Mr. Coats. It is largely done 
through the sales force who of course know the physician popula- 
tion and the pharmacies as well. We already have one specific ex- 
ample where a pharmacy requested a supply of the material and 
we couldn't identify a legitimate use and refused to ship it. We cer- 
tainly intend to continue that policy. 

Mr. Coats. Tell me a little bit about the detrimental side effects 
of use of this drug. There seems to be the impression left this 
mominff that athletes— the word was out that occasional iiyections, 
a 7-week iiyection period is enough to proniote the kind of muscle 
growth the athletes were looking for. 

How correct is this? What kind of things should we be looking at, 
if we are going to spread educational information about this? What 
are the facts here? 

Mr. Thompson. I think there are two possibilities. First of all, 
short term use of small doses as described this morning probably 
would not have much in the way of measurable effects. The second 
thing is 

Mr. Coats. Those athletes are getting measurable effects. You 
are suggesting that is coming because they are doing it in combina- 
tion with steroids and a number of other things? 

Mr. Thompson. Psychological effect. After all, a large amount of 
athletic competition is psychological rather than physical. I do 
think, however, as Dr. Voy emphasized, although we don't have 
good studies of the administration of this drug to athletes, the nat- 
ural disease, acromegaly, provides us with a model of an excess of 
growth hormone in adults. We know those people are not star ath- 
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letes. They are not the winners in athletic games. They are actual- 
ly weak. Drawing from that, I would conclude that we don't have 
scientific evidence that it would help athletes and in addition, we 
do have scientific evidence that excesses would be deleterious. 

In a statement of pediatric endocrinologists recently, they esti- 
mated that some of the effects of acromegaly were seen with as 
little as twice the n' rmal amount of hormone. We are not talking 
about huge doses producing those. 

Mr. C!oATS. You are saying that an athlete that obtains the 
growth hormone, even if they are injecting it on a less than regular 
basis, could be in a sense oversupplying growth hormone to their 
system and subjecting themselves to risk of some pretty disastrous 
side effects? 

Mr. Thompson. I think the harm would clearly out do any hint 
of benefit and that if they knew of the consequences of excessive 
amounts of growth hormone, they certainly would not try to obtain 
it and use it. 

Mr. Coats. How can we get this information out into the weight 
clinics, the training camps, into the system, about the risks of this 
thing? 

Mr. Thompson. I think the pharmaceutical industry working to- 
gether with organizations, with vital interests in sports medicine, 
such as the American College of Sports Medicine, the Oljrmpic 
Committee and so forth, can easily provide this information to the 
athletes. 

Mr. Coats. What are you doing to do that? 

Mr. Thompson. We are mounting a major educational campaign 
with growth hormone that has been directed primarily towards the 
hypopituitary children with growth defects. Obviously, we have a 
large track record of educating the public with drugs such as insu- 
lin, for example, which is an over the counter product. We worked 
with the American Diabetes Association and other organizations to 
make sure that diabetic lay people know about that drug and the 
consequences of diabetes. 

Mr. Coats. Are you doing anything to get the information about 
the potential negative side effects into the hands of the trainers 
and the Olympics people, college coaches, all those people that are 
associating with the athletic side of the use of this drug? 

Mr. Thompson. So far in the first 9 days of our marketing, we 
focused on the physicians and the parents and patients, the chil- 
dren who have the disorder. We certainly ttand ready to work with 
other people in providing this information. We have the informa- 
tion. 

Mr. Coats. Tell me about this drug testing facility that you 
helped fund for the Pan American games. Will that facility have 
the capability of testing for growth hormone and will they do that? 

Mr. Thompson. The facility has a capability of measuring growth 
hormone, however, :hat would be difficult to do in athletes. As Dr. 
Voy I believe pointed out this morning, the drug does not immedi- 
ately increase athletic performance. If one were using the drug and 
stopped a number of days before competing, I do not believe one 
would find measurably increased amounts of growth hormone. 

The humatrope product that we make is exactly the same as a 
normal pituitary hormone. 
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I think that will be a difficult issue and that one would only be 
able to detect its misuse if one measured it shortly after the injec- 
tion. 

Mr. Coats. Dr. Gower, do you want to comment on that? You 
mentioned that you thought testing was a viable alternative. 

Mr. GowER. First, let me clarify that I am not a doctor. What I 
said was our physicians and experts in this area when I called, just 
to clarify that point, felt that although Dr. Thompson is quite cor- 
rect in terms of the short term ability to detect growth hormone, it 
can be detected in the urine, it doesn't require blood sampling, 
which was also one of Dr. Voy's points. Second, there is a down- 
stream biochemical that hangs around a bit longer, which is called 
somatomedin. 

Mr. CJoATS. How long does that hang around? Do you know? 

Mr. Gower. The studies that I had quoted to me over the phone 
showed that in cases of prolonged use of the drug, it was detectable 
in a matter of some weeks later. It wouldn't be at long per of 
time. I was quoting a study from Japan and one that's in publica- 
tion or about to be published out of the University of New York. 

Mr. CJoATS. Could eitb;r of you comment on what placing this 
growth hormone on a Schedule II basis would do to its price? What 
IS involved from your standpoint and how does that affect the 
price? 

Mr. GowER. From our standpoint, meaning the manufacturer, it 
wouldn't affect the price. However, where the impact on the chil- 
dren would be, would be from the passed on mark-ups at the phar- 
macy level, from xne burden of having to keep a separate inventory 
and go through the very burdensome paperwork that is involved in 
a Schedule II drug. 

I can't predict exactly what that would be. In the past, when 
drugs have been scheduled, albeit very different drugs than this 
and one would hope pharmacists would be responsible about this 
very expensive medication, there have been associated pass ons of 
the costs required to comply with Federal regulations on the part 
of the pharmacies. 

Again, from the manufacturer's level, I wouldn't anticipate a 
price increase. 

Mr. Coats. Of course, considering the volume, the low volume of 
the distribution of this drug, I wouldn't think that would be exces- 
sive, even at the pharmaceutical level. They are not making hun- 
dreds of entries a day. 

Mr. GowER. I think on a drug this expensive, any percentage 
mark up would be excessive v/hen applied to the family of tba chil- 
dren that have to pay for it. That s really where I was focusing. 

Mr. Coats. What is the current cost for a family for treatment of 
this, per month? 

Mr. Gower. From our post-market surveillance study of almost 
2,000 children, the average patient weight was about 25 kilograms, 
the average dose, about .07 milligrams per kilogram and at the av- 
erage iiyection of three times a week, an acquisition cost based on 
distribution through Home Health Care of America, it would be 
just under $12,000 a year. It is very expensive. 

Mr. Coats. If an athlete wanted to get on a viable program of 
prolonged ii\jection of growth hormone for a period of time suffi- 
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dent to really make a difference, how much is it going to cost him 
and how long does he have to be in the program? 

Mr. Thompson. We don't know what the effects would be in ath- 
letes of giving them virtually any dose but remember that the dose 
is usually related to body mass and athletes have an average body 
mass of probably at least four times that of the children that you 
cited. Knowing the general pharmacology of the drug, I doubt that 
you would see very much effect in less than a period of months. I 
think it would be a significant cost barrier. 

Mr. Coats. Several thousand dollars? 

Mr. Thompson. Oh, yes. 

Mr. Coats. Easily, .several thousand dollars, which I --Bissume 
would make it a little bit easier to trace, because they are naving 
to procure; the drug in pretty sufGcient quantity. It is not just an 
occasional box of Protropin that somebody gets through the mail. 
That box that we had this morning, that dosage, how long would it 
take a 200 pound athlete? 

Mr. GowER. It wouldn't be sufficient for a 200 pound athlete. It 
wouldn't even be one dose. 

Mr. Thompson. If you want to look at approximately doubling 
the normal amount of growth hormone that is put out by your pi- 
tuitary gland. 

Mr. Waxman. Would the gentleman yield? 

Mr. Coats. Yes. 

Mr. Waxman. Isn't part of the problem that we don't really 
know what the impact is this drug will have on people who want to 
use it for purposes other than those for which it is intended? Be- 
cause we don't know that, athletes will believe that it is going to do 
them some good. Isn't it cdso the case with steroids? Many people 
thought ste'Oids didn't do anything good for athletes for many, 
many years, although the atmetes believed it, and it turned out 
steroids did increase their athletic ability. 

Isn't there a credibility problem? You are saying even without 
the sufficient knowledge to make this absolute statement, this 
won't do any good for athletes, for those athletes that look back at 
the steroid example and think that if something is going to make 
somebody taller, why wouldn't it be helpful for them to be more 
competitive, to take this. 

Mr. Thompson. Mr. Chairman, we are in fact pursuing research 
on growth hormones to look at its metabolic effects on protein, on 
carbohydrate, on fat in the body, on bone metabolism in the body 
and so forth. We will learn a lot more about this hormo^^e in the 
next couple of years, even if we don't have any research directed 
directly at athletic performance. And I think that information is 
important. More important in having the information in our hands 
or in medical journals is getting i^ in the hands of athletes. And 
that's why I emphasize the importance of educational campaigns. 

Mr. Waxman. What can you tell them? You can tell them you 
haven't done the studies, so you don't know how effective it really 
is. You ♦ihink there are some downsides to it, that there's a risk, 
and you may even want to tell them you don't think it will do 
them any good. But the problem is they may not believe you, and 
probably v/on't, because they were told that steroids wouldn't do 
them any good, either, and they are going to think therefore why 
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«i J^if- irT^ "^^y and the athlete would 

to himself, I never believed all those stories about the side ef- 
lecw, oecause after all I am somewhat invincible anyway. I guess 
that s the problem that we may be facing. 

Mr. GowBR. Mr. Chairman. 

Mr. Waxman. Yes, Mr. Gower. 

Ml. GowER. I think you bring up a valid point. That's in essence 
what I was saymg m terms of the-the misuse really is one of an 
athlete who, as we heard this morning, is driven to do some pretty 
irrational things m the quest for greater athletic performance. But 
at the core of specifically the DEA scheduling system is nothing 
that would chaiige that and, more importantly, n(,thing that would 
change the ability of theftf, and diversion aside, if I may, because I 
reaUy think that s a sepai-ate issue. It would not deter a physician 
from PP^bing for anything they wanted to. In fact, the section 
of the Federal regulations that relate to scheduling, and so you'd 
o^^oSnte ^ °^ ^""^^/y' honestly, state that the re- 
fSS?fi ^Z*"" P'^nbuig and the dispensing of the con- 

trolled substance is upon the prescribes 

DEA makes no attempt to address that. 

Mr. Waxman. I don't think our fear regarding athletes is what 
the doctors will prwcnbe. Our fear is that through this diversion 
area or cham, people can figure there's money to be made by di- 
yertmg it, and they re going to get ahold of it, not because of doc- 
tors prescribing it, but because they're likely to feel that they can 
take the chance, smce it s not 15 years in jaU, that maybe they can 
get away with it, because they stand to maJie a lot of money. 

Mr. OowER. You may have a very good point on the jaU. I don't 
have an opinion on that. It sounds logical to me. But I think the 
pomt 1 was trymg to make earlier, and the point that I believe the 
2 ?? that the existing distribution sys- 
tems in place are arguably, and I thiiik corvdrxingly, already more 
restnctive than that required by DEA schedd ji| fn terms of 

Mr. WAXMAN. I don t see how you can say that when we already 
had an example this morning, and you haven't been marketing it 
tor that long. Someone was able to pick up a whole boxful of this 
l^Z ''®^' T' *h°"eh claim you have a control 

tlJ^Z.''' P^l*? * -^fecfive. It obviously wasn't effective for 
• 1 o effective than Schedule II, be- 

ii^f ''"J^ hop® of being as effective as 

" can be for these ..ed substances. 

™fJ''\^^?S*- 1!? ^o reiterate, but again in collaborating 

n^A te^'^^l^ of Justice in their task force-excuse mo. 
w lt^„cV?^if°'l,*!*'' f*"'*=® 9^ steroids and abuse in athlet- 
ics versus the hundreds of thousands of vialo, there have been ex- 
actly five vials of protoprin that they have uncovered. Their state- 
n:ents to me were it is very hard to get. 

Mr. Waxman. Well, I thank you for your testimony. We will look 
torward to talking about this issue further while working with you 
to see what we can do about a problem we hope will not become 
more widespread. Thank you very much. 

Our final witnesses this morning have been asked to appear reo- 
r^nting parents of children suffering from growth disordere. 
bheila Ohaawick is from Reston, Virginia, and the parent of an 18- 
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year-oM young man who has used growth hormone sinv'*^ 1978. Carl 
Coussan is a parent and public a^airs coordinator of the Parents 
Coimcil for Growth Normality. We welcome the two oi* vou to our 
hearing today. We have your prepared statements. We would like 
to ask, if you would, to sunmiarize in no more than 5 minutes. 
Ms. Chadwick. 

STATEMENTS OF SHEILA CHADWICK, RESTON, VA; AND STEPHEN 
CARL COUSSAN, PUBLIC AFFAIRS COORDINATOR, PARENT 
COUNQL FOR GROWTH NORMALITY 

Ms. Chadwick. I am Sheila Chadwick. Thank you for ha ing me 
here. Congressman Waxman and Mr. Coats. 

I have come with a picture so that we can personalize what it is 
we are talking about. May I bring this up to you? 

The child in the gold colored jacket is my oldest son. At the time 
this picture was taken, he was 9 years old. I think that you would 
find it very difficult to recognize that you were looking at a 9 year 
old child in that gold jacket. He had not yet started on growth hor- 
mone treatment, and his bone age at that point in time was AVz 
years of age. 

For 5 years we had been very concerned about his obtaining 
treatmei^t, because we knew he had some kind of growth disorder. 
AL of the tests indicated that he had some circulating human 
growth hormone in his system. Consequently, by the rules that 
were then in regular use, he was imable to obtain himian growth 
hormone for treatment because he did not qualify to get it. That 
was a regulated drug, administered by the National Hormone and 
Pituitary Agency. 

For 5 years he also did not grow. About 2 weeks after the picture 
was taken, he was retested and this time, given the same set of 
tests, was found to have a total deficiency of circulating growth 
hormone, therefore qualified to tak the drug, and was considered 
for research protocol. 

Because of the scarcity of biological growth hormone, it was 8 
months before he was able to obtain ^he start of treatment. So at 
that point he was 9% years old. 

Since 1978, and up until the drug was withdrawn from the 
market a year and a half ago, he was on biological growth hor- 
mone. Within 6 months of tfiJung the drug, he did begin to grow 
and experienced internal maturation as well as external matura- 
tion. 

My other picture was taken at the time he stopped taking the 
drug, and vou will find that he is the youngster over here. He's 
still the oldest one of the crew. He's 5 foot 3 inches. The remaining 
children will all be about 6 foot 5 inches or taller, ar their father 
and I are both quite tall. 

If this legislation that has been proposed goes into effect, I think 
that it will affect a laige number of parents that have been in the 
same boat that I have bee.? in the 9 years or actually 18 years of 
attempting to obtain treatment for my son. 

The DEA scheduling requires certain kind of recordkeeping, a 
certain amount of quota based on historical usage, and a certain 
requirement for visitation in order to have access to the drug. It 
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has already been discussed before, what the visitation possibilities 
are, and what kinds of waivers might be involved. There is no ques- 
tion that if such waivers did not occur, that there would be an ex- 
traordinary <.xpense to families to get in one case a family flying 
from Chicago to Charlottewille in order to pick up their child's 
Prptropin. In another case a family from West Virginia going to 
Johns-Hopkins and so forth. 

The treatment centers are widely scattered and the parents are 
all over the country. 

Aside from the normal visitaMon sciedule, we have stated and 
have heara stated any number of times that the requirement is 
that the chi.d be hypopituitary. In the case of my son, as I ridicat- 
ed earher, for 5 years he did not receive treatment because he was 
not rManied as hypopituitary. He clearly had a growth disorder, 
but nobody could say what it was and no one would give him a 
tnal of the drug because biological growth hormone was in such m- 
credibly short supplv. 

We would, with the quota system an. very strict regulations for 
a child passing tests that indicate procedurally that he is hyr/opi- 
tuitary, find ourselves in the same situation that I was in with my 
son, and many, manv other parents— indeed, three quarters <.f the 
parents whose children currently take human growth hormone 
today are not parents of documented hypopituitary children. About 
one third of the children taking human growth hormone have hy- 
popituitanasm subsequent to a bram tumor, but the remainder 
nave yanous other causes in terms of why they have a child that 
doesn t grow, and most of those are not diagnosed. 

So those children would all be liable, their physicians would be 
liable to criminal penalties under the DEA if they prescribe for 
those children on a trl^l basis. 

In fact, mv son at 15 again had human growth hormone circulat- 
ing in his blood, and therefore was not able to obtain access to a 
particular research protocol we wanted him to go c \. 

We nevertheless continued him on human growth hormone for 
the next 2 years, and he did grow. He would not have grown with- 
out it. 

I have indicated in my testimony that I have a suspicion that my 
son may need to have some kind of a maintenance dosage of 
hunian growth hormone. We have no knowledge whatsoever of 
what happens to the children who have been on human growth 
honr one after they reach maturity. There has been no research. 
We don t know v/hat it does to athletes, because we don't have any 
research even en what it does to acknowledged type of pituitary in- 
dividuals who have been on this drug before. 

I really think that we have been talking about quackery in the 
morning, and what the side effects for society of quackery are. In- 
stead, I do believe that we should be focusing on the group for 
whom this drug was developed. And if we do that, I think the logi- 
cal answer is to initiate research, governmer Vdirected research, 
that would be a coordinated program that would reveal what this 
drug in fact does, i d I have proposed in my testimony an adviso- 
ry panel to that efft. >. 

In that case, I think we would have the substance of an educa- 
tional campaign that the ^ther individuals have spoken about that 
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might in fact make it ridiculous for the athlete to spend the 
$40,000 to $50,000 a ye-^r he would need for the equivalent treat- 
ment that a child currently has at say $20,000 a year for a teen- 
ager size in growing, using this drug. 

I would also like to add that I do not have any ties to any drug 
companies, I have no investments. The only personal stake that I 
have is in this youngster and in the children of other parents with 
whom I have associated over the years in obtaining treatment. 

[The prepared statem^^nt of Ms. Chadwick follows:] 

Statement of Sheila Brass Chadwick 

Mr. Waxman and Honorable Representatives, My name is Sheila Chadwick. I live 
at 11204 Hunting Horn Lane, Reston, VA 22091. I am the mother of an 18 year old 
son who has used human growth hormone since 197S. I am offering testimony re- 
garding the proposed legislation to place HGH on related Schedule II status ac- 
cording to the "Controlled Substances Act." My concerns are based upon my person- 
al -^xperience in obtaining treatment for my son, and a great deal of additional ex- 
r«nence in the parent support group I initiated with pediatric endocrinologist Dr. 
Val Abbassi, MD., of Georgetown University, in 1980, through which group I have 
learned a great deal about the accessibility of treatment for various growth disor- 
ders and helped many other parents obtain guidance and treatment for their chil- 
dren s growth problems. I have no special ties or investments with any drug manu- 
facturer, treatment center, or physicians' group. I speak only for myself, but many 
of the parents in my groi p echo the same concerns about this propwal that I have. 

As a parent, my primal y concern is obtaining treatment for my child. To this end, 
what is important to me is an accurate diagnosis, safe, efficacious, accessible and 
affordable treatment. It is essential that there be ongoing, coordinated research to 
uncover the complex intem^'ationships of the many different symptoms of growth 
disorders besides extreme short stature. It is my understanding that the purpose of 
this bill is to inhibit abuse of HGH. I am not sure if the bill would mcceed in doing 
that, but I feel sure that it would harm the population that HGH \ cs developed to 
help: children with growth disorders. 

The relations would require specific record keeping and dispensing documenta- 
tion by physicians and pharmacists. This might deter unscrupulous dispensers out 
to make qmck dollars on the HGH "fad" in which the drug is regarded as a panacea 
for weak m»:scle8, flabby thighs and wrinkles as well as getting skinny six foot 
Johnny to 6 foot, 6 inch€» so he can play basketball. While such uses may be repre- 
hensible in so far as there is currently little evidence that they work, and so would 
merely be costly quackery, nevertheless, they also pose no threat to the general 
public m the way mind-altering drugs and their related addictions do. Although the 
excessive dosage of HGH has the potential to harm, the likelihood of a user continu- 
ing a drug so costly as HGH with no beneficial effect seems extremely remote, 
indeed, the steroid drugs which are not related, seem to be biologically much 
more dwigerous, yet there is ample evidence throughout the worid that they are 
overused and abused. I am concerned that increased and mandatory record keeping 
may exacerbate the costs without really curbing abuses. But I am more concerned 
that fear of a record of HGH i escriptions will deter legitimate physicians from 
appropnate trials of the drug wil well-selected cases. I fear that the proposed bill 
is premature because so little is known about how HGH works. The history of ad- 
vances in treatii g children with growth disorders has been through trial and error 
and fortuitous phvsician experiments. 

When my son began his treatment with HGH, I had been tryi*-* for 5 years to 
obtain help with his obvious growth retardation. I b^an when he was 4 years old, 
at a pr^igiOus University Hospital after my pediatrician observed my son's growth 
failure for more than a year. My son was subsequently given a complete test series; 
we were told that he had no underlying disease, did not lack HGH, and might be 
suffering from maternal deprivation." In any event, there wa£i nothing that could 
be done to help him. Come back in 5 vears if he is still having problems." At the 
time of the original tests he was a standard deviation below the bottom of the stand- 
ard growth chart. We went to a psychiatrist, but still he did not grow. 
^ At 8, when our son was again tested he failed each of the four tests of HGH activ- 
ihr; It was 8 months before treatment could be initiated because NHPA (National 
Hormone and Pituitary Agency) hormone was in such short supply. The gains were 
dramatic after he began to take HGH; not only did he begin to grow normally, but 
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internal maturation took place as well; he gained fine muscle coordination as well 
as gross muscle improvement. Within 6 months of starting treatment, he could 
write l^bly, kick a soccer ball and had a diy bed. But our physicians could not 
explain the mechanism by which this internal maturation occurred; they had not 
predicted these benefits would come along with improved growth velocity. My son 
was removed from the learning disabilities class in school and placed in the gifted/ 
talentea program. 

Imagine how I felt when I could stop blaming myself for my beloved child's 
growth disorders, and help him achieve normality and competence at life's everyday 
tasks, as all his younger brothers could. 

When he was 15 V^, I learned of a special research protocol that might delay pu- 
berty to enable him to have more years to grow, as he had "lost" much potential 
growth in the 5 years without treatment. In order to qualify, HGH deficiency tests 
were again done. This time however, he showed levels of circulating growth hor- 
mone greater than the permissible maximum for the study. The several endocrinolo- 
gists involved discussed what the circulating HGH might mean. Was he now produc- 
ing enough not to need HGH, or was his own HGH not "bioavailable" to him? No 
matter. He did not qualify for the study though we pointed out that his early child- 
hood tests also showrd HGH but the child dramatically failed to grow for 5 years, 
until HGH therapy was initiated. We elected to keep him on HGH therapy until 
epiphyseal closure, when long bones stop growing. Unfortunately that came all too 
soon with his active puberty. 

Last June, at age 17, HGH therapy was discontinued. Sihce that time, it has 
become clear that there is a metabolic disturbance leading to incipient obesity that 
could be very dangerous to his health. Is the minute amount of HGH adults have 
circulating a mechanism of appetite control (homeostasis), the "appestat" the lay 
magazines describe in dieting articles? Last year he could bench-press a respectable 
weight, but this year he has perceptibly lost muscle tone. We think it L* probable 
that although he is no longer growing taller, he may require a "maintenance 
dosage" of HGH, possibly throughout his lifetime, to mimic the normal HGH regu- 
latory effect in normal people without growth disoni?r. Until the advent of bio- 
^rnthefic growth hormone, such a therapy would be unthinkable because of the 
short supply for other equally needy dwarfed children. Now, the trial could be made 
thank£ to the availability of a plentiful supply of HGH. But there is no precedent 
for pres'nibing HGH for the condition I have described in my son. 

My point in recounting this history is that we simply do n>t know enough about 
growth disorders and HGH to limit the research physicians may be willing to under- 
take if they don't have to fear penalties. My child would benefit by such continued 
research. He certainly won't grow taller, and I am well aware of the potential side 
effects of overdosage, but obesity ia itself a killer. Yet if HGH were regulated on 
Schedule II, the endocrinologist prescribing for him would be liable to criminal pen- 
alties, md Dr. Blizza* ' -^r any of the early discoverers of HGH treatment been so 
r .gulated, the HGH treatment that has benefited so many hypopituitary youngsters 
might not have been found. What of the many non hypopit children who may oene- 
fit as well? The evidence for improvement in stature in girls with Turner Syndrome 
is now well-documented. I know of several lUGR (intrauterine growth retardation) 
babies who only grow with HGH endogenously administered through tests indicate 
they hp-'- their own supply, which seems to not be "bioavailable" to them. There is 
a lar^e ^y-oup of extremely short children, usually described as "constitutionally de- 
layed who are often treated with the steroid "Anavar", but who in fact might have 
safer and better results with HGH. 

I have received up to a hundred telephone calls in a year asking me for physician 
referral and treatment information. Approximately 20 percent have gone on to dis- 
cover their children have HGH treatable growth disorders. Considering that most 
callers are sophisticated enough to have found the name of our local group and the 
phone number, you can appreciate that most also had regular pediatric care for 
their children, vet the growtn disorders went untreated until the parents looked fur- 
ther for help. The majority of parents were appropriately very cautious in initiating 
drug therapy and began only after considerable deliberation. 

It has been estimated that for every child receiving treatment, there may be five 
(or even more) who remain undiagnosed. And at present etiological diagnosis is still 
in its infancy for growth disonlers: what cau'jcs many cases of retarded growth, or 

Sowth failure, simply is not known. I have been told by physicians that a third of 
GH recipients are children with hypopituitarism subseouent to brain tumors. 
Vi ' at of the remainder? Like my son, most may be diagnosed as "growth disordered, 
cause unknown." They may have circulating HGH that comes and goes, but doesn't 
seem bioavailable. And they may have many symptoms related to their growth dis- 
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orders but most of the symptoms' causes are likewise unknown. I have met many 
parents whose children were not treated when only biological HGH was availaV^le, 
because their dwarfed children's lack of endogenuous growth hormone could not be 
documented with the tests then in use. Most of these children grew up to be 
dwarfed adults with the many liabilities extreme short stature incurs. Their young- 
er siblings benefited by newer tesu* and are growing thanks to HGH therapy. 

If the proposed legislation is enacted, physicians will be reluctant to engage in the 
kind of ad hoc experiments on individual patients that have been so productive in 
the past; with drug production meiximum quotas there 'ilso will be limited drug 
availability to perform such trials. Quotas can limit the amount of HGH available 
for the expected increase in the diagnosed growth disordered population as new pro- 
cedures and tests are created and we learn more about how HGH interacts with 
other circulating blood chemicals. Quotas also eliminate the market incentive for 
improvement of this drug, though most parents have felt great relief that a methio- 
nine-free product, more like biological HGH, is being developed which we hope will 
be safer than the currently approved product. 

Restriction of access to the drug harms those most in need of HGH. Many parents 
n>Mst travel great distances to have their chiMr^n treated; we* they required to 
make monthly treks to hospital pharmacies inith repeat chaI^ges for office visitSi 
their children's therapy might become physically and financially impossible for the 
parents to undertake when the costs of HGH are already so very high. Even if the 
direct access restrictions of Schedule II were waived for documented hypopituitary 
children, the majority of children with growtl disorders would remain with a pro- 
hibitive obstacle in obtaining treatment. No law should so burden parents. We have 
been through so much already trying to find out why our children don't grow. 

I believe that the committee's purpose in proposing this legislation to curb HGH 
abuse is praiseworthy. I appreciate that the bill's d' afters have met with parent 
groups and listened to their concerns, and have even suggested special amendments 
to the operation of Schedule II restrictions that if carefully worded would hopefully 
eliminate the visitation and refill problems of accessibility of the drug for children 
with growth disorders of various types. I do not however believe that this legislation 
would effectively eliminate, or even retard abuse of the drug. I would like to offer 
for the committee's consideration a mechanism that would benefit the many chil- 
dren with growth disorders, and which might also restrain abuse of HGH. 

The time has come for establishment of an advisory council similar to the profes- 
sional diabetes council established by Congress in the 1970's under NIDDK (Nation- 
al Institutes of Health-Diabetes, Digestive and Kidney disorders) auspices which can 
direct and plan for growth disorder investigations so that controlled, cohesive stud- 
ies may be undertaken. Probably sul.. a group would best fit in the NIH Institute 
for Child Health and Development (NICHD) as it would plan and coordinate re- 
search across the wide range of growth disorders. I would hope it would have lay 
group advisors to represent the parents' concerns as well as interdisciplinary profes- 
sionals because endocrine and neurological functions are vitally involved. 

A Growth Disorders Advisory Council could initiate research imperatives includ- 
ing such questions as the role of HGH in obesity or athletic prowess (which is 
muscle development, strength and coordination) thus short circuiting the abusive 
situation and providing socially useful answers that may impact on all of us. It 
seems incredible that at present there are no medical studies following HGH chil- 
dren after they are physically grown, although a few researchers are studying psy- 
chological development. What happens to these children in maturity? Do they in 
fact need continued medical assistance to function normally? No one knows. As 
gycwth is the fundamental process of life, I would hope that research would also be 
directed at understanding why growth disorders occur. There are some forty dis- 
eases that have concomitant growth disorder and growth retardation yet no one 
knows why. Research that took place when HGH was administered by the NHPA 
was primarily physician proposed, and primarily directed toward improved treat- 
ment modalities. Most of the funds given as career starter grants likewise come 
from researcher proposals. There is no coordination of research, no cohesive presen- 
tation of it, no intei^oup cooperation among the various specialities t^at may deal 
with the assorted symptoms. And so, we know little more today than we did 30 
years ag^ bout the real etiology of growth failure. We don't even know why endo- 
genuous iuH may fail to produce growth yet exogenuously administered HGH 
often will work. 

As a parent, I feel frustrated by the system. For years we begged for treatment 
for our child, as we were sure he needed "something . When he got treatment and 
it succeeded, we were disheartened by the capriciousness of availability of the drug, 
he qualified to receive the minimum dosage, but a little more might have given him 
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catch-up growth . . . perhaps eight inches ... for the 5 years of no treatment. We 
were dismayed at the cost when finally a coramercial source became available to 
supplement the inadequate supply. We became deeply worried at possible danger to 
our child when HGH was withdrawn because of the Creutzfeld-Jacob cases, an'l 
angry that NIHs Dr. GacUusek's warnings of potential CJD contamination went un- 
heeded for 5 years, untU deaths occurred. We joined other parents to lobby for funds 
that might save children's lives if a thorough epidemiological survey was undertak- 
en, and have regularly returned to Congress to add our testimony to the need to 
guarantee this project and maintain the necessary NIH budget that brings life and 
hope to so many. A growth disorder advisory council is very inexpensive. It can un- 
cover gaps and plan for the future as no other agency can. It can provide informa- 
tion that would stem abuse of KGH and the related drugs I am sure wUl someday 
be available, and should it uncover valid other uses of the drug, that could oiily help 
bring down ite cost and encourage further orphan syndrome investigations in the 
private sector. ^ 

In closing, I urge you to consider my proposal for a growth disorder advisory coun- 
cU under NIH auspices and table the proposed regulatory Illation for the time 
bemg. I have discussed the idea of an advisory council with a number of leading 
physician-researchers and they are enthusiastic about the potential of a well-chosen, 
interdiscipWy council to benefit their patients with growth disordere. While 
r^^t " °^ immoral, the public effect of HGH regulation would be truly 
hannful. The proposed bill would hurt the very population for whom the drug was 
developed. It would result in decreased physician experimentation in valid situa- 
tions and limit availability to an increased population of children recognized as 
bemg growth disordered. We parents do not need Illation to restrict access to 
treataent for our children. We do need laws to encoun re research into what HGH 
can do to aid ch^dren with growth disorders and possibly to treat related conditions 
in which the body's natural growth regulation mechanism breaks down. I urge you 
to help us get the help we really need; publicly directed research is the only way to 
stamp out quackery and misuse of HGH. 

Thank you very much for this opportunity to share my views with membere of the 
committee. 

Mr. Waxman. Thank you very much. 
Mr. Coussan. 

STATEMENT OF STEPHEN CARL COUSSAN 
Mr. Coussan. As I said, I am Carl Coussan. I am the parent of a 
growth honnone deficient child, who had received both the pitui- 
tary-derived growth hormone as well as the synthetic variety. 

I am also a representative of the Parent Council for Growth Nor- 
mality, which is a non-profit volunteer organization of families of 
children who require human growth hormone for normal physical 
development. 

Mr. Chairman, in the last 2 years, our families have been 
through an extraordinary situation, which has been both danger- 
ous and extremely stressful for several reasons. 

Since the early 1960's, approximately 10,000 individuals have re- 
ceived the pituitary hormone in treatment of growth hormone defi- 
ciency. In April of 1985, my family, along with thousands of others, 
was dlerastated by the news that three individuals had died of 
Creutzfeld^Jakob disease, which was a rare and invariably fatal 
neurological condition. The deaths, as you linow, were linked to 
contamination of the pituitary honnone. 

This drama will be played out over the next 10 to 15 years, while 
we wait to see whether our children indeed were exposed or infect- 
ed and whether or not they come down with this terrible and horri 
tying disease. 
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In addition to having to shoulder this incredible burden, we cur- 
rent parents have the strain of continuing to provide treatment for 
our children who are still in treatment at an incredible expense. 

^I^^iSJi^ records, our member families pay an average of 
about $17,000 annually for treatment with Protropin. My own son's 
annual expense runs slightly over $21,000. The high-end figure that 
we are aware of is nearly $30,000. 

So in addition to wondering if indeed our children may at some 
pomt come down with CJ disease, we still are subject to all of 
these strains of treating a chronic illness or a chronic disability. 

Left untreated, our children will definitely be inflicted with a 
cnpplM« disabiUty. We'i« not talking about a cosmetic situation 
here. We re not talk about the diffevence between 511' and 6'2'' 
My own child will be 13 years old at the end of this month, and he 
is only shghtly over 4 feet tall, this after over 3 years of treatment 
with growth hormone. So you can see the type of situation that 
we re up against. 

While we appreciate the verbal assurances that have been made 
by you, Mr. Chairman, that the interests and the needs of our chil- 
dren will be provided for, you must excuse our skepticism. 

In the last 2 years, we have been treatmg out children with a 
produrt that we were originally assured was entirely safe, without 
side effects, a natural body suostance. Because of that treatment, 
we now hve under the shadow of a fatal, incurable disease. 

We were originally told that the synthetic hormone would be ad- 
vantageous to us, because it had the possibility of being much 
cheaper. I have media articles which refer to the annual cost as 
being $5,000 to $6,000. With the KV^ that I see on a quarterly 
basis, that statement is laughable at this point. 

We were told that the research to determme what the risk factor 
of pj to our children might be would be immediately underway, 
instead we find ourselves each year fighting for those appropria- 
tions before the appropriate subcommittees. 

We depend on no one but ourselves at this point. We know that 
tf we want to obtain the treatment that is necessary for our chil- 
dren, if we want to make sure that it is safe and efficacious, if we 
^^.^^rf sure that we had adequate affordability, adequate ac- 
cessibility, that we have to take the issue into our own hands and 
do what can be done. 

So you will excuse our natural skepticism, I hope, in tenns of 
what public policy might be. 

We are concerned that our children become the main and pri- 
mary focus of public policy on the growth hormone issue. It frankly 
galls us that the motivation for this legislation and many other 
forms of public policy regarding growth hormone has as its pri- 
mary focrs other groups than our children, who are, after all, the 
mam reason for the existence of this drug, the only legitimate 
reason for the existence of this drug at this point In time. And at 
this point, we can only hope that you will continue to consider our 
children as the primary focus. 

It is not longer enough mainly for public policy to be benign in 
relation to what our children's needs are. We have to be assured 
that our children will be t! primary focus in ongoing treatment. 

Thank you. 
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[The prepared statement of Mr. Coussan follows:] 

Testimony of Stephen Carl Coussan, Parent Council for Growth Normauty 

Mr. Chairman, I am Stephen Carl Coussan, parent of a growth hormone deficient 
child, and representative of the Parent Council for Growth Normality (PJGN), a 
non-profit, volunteer group organizatior» of parents whose children require human 
growth hormone (HGH) for normal ph^ ileal development. It is my intention to 
present to the subcommittee the concerns of our families regarding the propo&ed 
changes in the relation of synthetic (recombinant) HGH, and to provide some in- 
sight into ♦he plight of those who, for go'xl or ill, will be most affected by its deci- 
sions. A common threat in the history of HGH treatment has been the creation of 
policy for research, modes and delivery of treatment, and administration and over- 
sight in an environment which isolated the patient^onsumer and discouraged par- 
ticipation in decisions that intimately affected health and quality of life. We are 
grateful to the subcommittee for the opportunity to express our concerns as a part 
of the process, rather than merely its subject, and urge you to remain mindful that 
your deliberations may affect our children for the rest of their lives. 

Growth Hormone Deficiency— Left untreated, the HGH deficient child will fall far 
short of five feet in adulthood. Studies have documented the stresses on these chil- 
dren and their families emotionally, socially, academically, and environmentally. In 
addition, growth hormone is necessary to proper functioning of the body's metabo- 
lism, a life-threatening concern to the percentage of HGH children who are hypogly- 
cemic. Fortunately, our children's disability is correctable, with injections of re- 
placement hormone enabling them to approach normal adult height. Our sense of 
uigency in providing uninterrupted treatment will be clear, however, when it is re- 
alized that HGH is only effective until the long bones close during puberty, at which 
time no further height gain is possible. 

Treatment Bacferoumf— Since the 1960's approximately 10,000 Americans were 
treated with HGH refined from human pituitanes harvested during autopsy. On 
April 19, 1985, our families were devastated by the nevvs that three former hormone 
recipients had died of CreutzfeldtJakob disease (CJD), a rare, d^enerative, invari- 
ably fatal neurologic disorder for which there is neither treatment nor cure. The 
deaths were linked to contamination of hormone produced and distributed by an 
agency of the National Institute of Diabetes, Digestive, and Kidney Diseases 
(NIDDKD) by the viral agent thought to cause CJD. In response to the crisis, the 
FDA halted distribution of the NIDDKD hormone, as well as the two extant com- 
mercial products. Children then in treatment were left facing the spectre of expo- 
sure to an incurable disease, and with no safe source of the product they desperately 
needed. The hiatus in treatment, critical time that may never be recouped by our 
children, continued until October, 1985, when a synthetic HCH product, Protropin 
from Genentech, gained FDA market approval. Protropin remained th*» sole source 
of treatment until March, 1987, when a secoiid recombinant product from Eli Lilly 
was approved. 

Parental Concerns— In a situation replete with inconsistencies and shifting focal 
points, our concerns on behalf of our children remain constant and unswerving: 
they require a safe, efficacious source of growth hormone, readily available to all 
giowth hormone deficient children, which our families can reasonably afford to pro- 
vide. We must, therefore, consider every action, including the proposed regulation 
changes before this subcommittee, in light of these co,icems. While potential misuse 
or abuse of any drug is of interest to responsible citizens, we strongly feel that the 
primary focus of any l^^lation regarding HGH should have as its tirst priority the 
protection of the legitimate medical needs of the patient population. In this in- 
stance, our children are the only current legitimate recipients of recombinant HGH, 
and, indeed, are the reason for its existence on the market. While we, as parents, 
realize that this i>roposed legislation was not aimed at harming our children, nei- 
ther was it aimed at helping them; in fact, our children's medical needs did not 
e^nter into consideration of these proposed regulatory changes. Therefore, Mr.. 
Chairman and members of the subcommittee, we urge you to carefully consider all 
the possible implications of this bill as it may affect our children's treatment and, 
ultimately, the rest of their lives. 

Safety and Efficacy— V^e are deeply concerned about the possible chilling effect of 
Schedule II status on ongoing research into growth hormone therapy. Although re- 
combinant HGH does not carry the risk of biologic contamination inherent in the 
pituitarv-derived produc s, long-term issues of safety and efiicacy have yet to be re- 
solved. It is sobenng to consider that, despite 20 years studv with 10,000 individuals, 
the pituitary HGH experience ended in disaster, to be replaced by a product tested 
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for 7 years on fewer than 100 patients. Already living with one medical tragedy, we 
cannot help but fear that any relation which would tend to depress widely-based, 
ongomg r^earch may work to the detriment of our children. 

Research ami Sia^n^tics'-hi classing recombinant HGH with drugs such as mor- 
phme and Dilaudid, Schedule II status may well serve to make iesearchers, physi- 
cians and parents reluctant to pursue HGH study and treatment with HGH defi- 
cient children. Current diagnostic methods for determining HGH deficiency are 
often imprecise and inconclusive. In many cases, including our own, diagnosis be- 
comes a combination of observations of retarded bone age, abnormally smS stature, 
certain physical characteristics, and very borderline, inconclusive lab test results, 
urowth then becomes the ultimate diagnosis: the child is usually put on HGH ther- 
apy for a quarter (3 months), and growth is closely monitored. Response to HGH 
mje^ons IS then considered the final diagnosis of HGH deficiency. In associating 
HUH in the minds of parents and physicians with "frightening" drugs, how many 
5. y^'^ ^ "^^^^ treatment, turning a correctable problem into a life-long 
disability? The Catch-22 for our children is that, without continuing research and 
study, diagnostic methods will not improve for lack of data. 

Availability-^ThQ demographics of growth hormone therapy are almost entirely 
restnctod to regional centers, to which HGH deficient chUdren and their famili^ 
travel on a quarterly basis (four times annually). Genentech has been venr sensitive 
to the suggestion of potential misuse of their recombinant product, and has limited 
distnbution to hospital pharmacies connected to these centers, and to a health care 
delivery system where no hospital pharmacy access is available. Eli Lilly has indi- 
cated that they plan to follow much the same plan of restricting distribution. Both 
comities have taken what we feel is a very responsible and circumspect position 
in restncting availability only to those who should Intimately receive their prod- 
uctB. Under the proposed Schedule H designation, parents and children would have 
^ • «A« regional treatment centers not four but twelve times a year to receive 
their HGH prescriptions, with a resultant three-fold loss of school and work time, 
and home health care delivery would become more difficult and restricted for all of 
us who must depend on this method of access. It is difficult for us, as concerned 
parents who will reap the additional hardships of this legislation, to envision that 
the potential benefits of this proposed bill are so superior to the restrictions volun- 
taniv adopted by the pharmaceutical companies as to outweigh adverse impact on 
our families. 

Affordability--k\i\iO\igYi early indications were that recombinant HGH would be 
onsiderably less expensive than the commercial pituitary HGH, higher recommend- 
ed dosage levels and changes in the system of delivery have produced to-the-patient 
costs that average $17,000 annually among our ir-^mbership— costs which escalate 
dramaUcally as iosages mcrease with the onset of puberty, and the inevitable end 
ot effwtive treatment approaches. There are several vital points which must be con- 
sidered m assessmg the issue of affordability and in understanding our viewpoint as 
parente of the patient population. The first is that the vast majority of those being 
iS^i^T^it P^^"^^^, received it free^f^harge through an agency of 

NlUDKp— thousands of us must now find the means to cover an additional medical 
expenditure averagmg $17,000 each year. The second is coverage. Although all but 
one sitate now offers Medicaid coverage and/or Crippled Children's coverage, and 
although most insurance carriers offer at least some reimbursement, these state- 
ments do not pr^nt an accurate picture of the facts. They do not reflect the calls 
and letters to achieve that Meaicaid coverage. They do not reflect the fights with 
reluctant earners and the families who had to change carriers or afford additional 
coverage to receive a level of reimbursement with which their families could func- 
tion. iNot only the pharmaceutical companies involved in this issue, but also a sam- 
pling of physicians and pharmacists around the country have indicated that the in- 
creased handling and paperwork inherent in Schedule II classification would be 
hkely to cause a price increase in recombinant HGH. Aside from the additional, for 
many unt^ble, financial burden this would impose on our families (at present, a 
fairly standard 80 percent coverage results in $3,400 out>of-pocket each year), any 
substantial mcrease as a result of this bill would likely cause the battle with Medic- 
aid and private carriers to begin all over again. 

In Summamation— Our experience with HGH therapy has, unfortunately, taught 
us to take nothing for granted where our children's welfare is concerned. We had a 
product we were assured was a safe, natural body substance, and instead found our 
children living under the shadow of a horrifying, incurable disease. We were as- 
sured the mattp- was duly under study, and found ourselves fighting for study fund- 
ing before the Appropriations Subcommittees. We were told throughout the media 
that our new, safe alternative to give our children a normal life would be less ex- 
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rjnsive, yet find ourselves struggling with an increasing financial burden. You will, 
hope, forgive our skepticism in accepting assurances that this proposed bill would 
have little effect cn us and on our children, the only current legitimate market for 
recombinant growth hormone. We fail to see that any benefits to be derived from 
stemming a theoretical, undocimiented flood of abuse can outweigh the hardships 
we envision as resulting from this legislation. 

Ad responsible, intelligent people we are, of course, concerned with the question of 
possible misuse or abuse of the exiting new technology these recombinant products 
represent. However, as intelligent, responsible parents, we fail to see that this pro- 
posed regulatory change in any way benefits or protects our children, whom these 
products were created to help. Mr. Chairman, members of the Subcommittee, you 
may view our concerns as speculation on the possible effects of this bill. I must 
point out to you that the issue of misuse/abuse is equally speculative. The difference 
is that, should you pass this legislation and the issue of abuse never arises, no one is 
the lower. Should you pass it and our fears are realized, thousands of our children 
are the losers. 

Considering what we've been through in the last 2 years, it is indeed ironic that it 
has been suggested, in some quarters, that our fears are a product of manipulation 
by the pharmaceutical industry. Mr. Chairman, we remember our innocence, but 
that memory is ever-fleeting. 

While we are sensitive to the broader issues implicit in this proposed l^islation, 
the welfare of our children must remain our primary focus, and that of this Sub- 
committee. We respectfully request that you consider our children as the most im- 
portant component in any proposal r^arding growth hormone, and that you care- 
fully consider the implications and ramifications of any such legislation, on behalf 
of all our children. 

Mr. Waxman. Thank you. I want to thank you both. YouVe been 
excellent witnesses in telling us the perspective that we cannot 
forget as we deal with this whole question. After all, we're talking 
about a drug that we hope is going to be a successful replac^-uent 
for its predecessor that turned out to be so frightening in itf conse- 
quences, and for which you were faced with not only the threat of 
another disease, but a threat of shortages when that drug was 
pulled off the market. 

So I fully understand what you're saying. And furthermore, what 
we're dealing with are people who are going to take this drug and 
use it in ways for which it was never intended. They're doing it 
theoretically under their own volition, with their own knowledge 
and free will, but in fact with very little information for them to 
determine whether it is going to be beneficial to them and whether 
there are possible side effects. We don't now yet whether it's bene- 
ficial to them in terms of what they hope to achieve. But any rea- 
sonable person would have to come to the conclusion that it's not 
worth taking a drug for athletic purposes, where it is perfectly rea- 
sonable for the purposes you're concerned about. 

So I would not be, in any way, for legislation that would hinder 
your ability to get this drug for the purposes that your children 
need it for. And as we think through any kind of a balance, that 
clearly has to be our overriding concern. I fully agree with you. 

Mr. CoussAN. Mr. Chairman, I think our main consideration in 
terms of whatever amendments are written into the bill in terms of 
access for growth hormone deficient children is as to how growth 
hormone deficiency would be defined, what the parameters might 
be, and who would— whose responsibility would it be to set those 
parameters. 

I think that, as Mrs. Chadwick said, a certain amount of leeway 
needs to be considered. A substantial number of our children 
cannot be specifically diagnosed as being growth hormone deficient. 
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And yet for them, treatment is the ultimate diagnosis. We know 
that they re disabled when they're small. Without growth hormone, 
they do not grow. With growth hormone, they grow. 

And yet if you're looking for something that can be quantified on 
paper m this mstance, you probably don't have it. My own son falls 
mto that cat^ory. 

And as I said, treatment is the ultimate diagnosis, and it's a very 
sensitive issue that we would ask you certainly to be very aware of 
m terms of setting the parameters there. 

Mr. Waxman. That's a good point. Wherever we draw the line, 
we warit to make it clear t ^at for legitimate therapeutic purposes, 
for Intimate medical purposes, that this drug would be available. 

Mr. CoussAN. I'd like to interject one other thing, if I may, Mr. 
Chairman. 

Remarks have been made in various circles as to what specifical- 
ly my relationship may or may not be with the pharmaceutical 
compames and the pharmaceutical industry in general. 

I have to take very strong issue with those remarks. Our organi- 
zation IS all volunteer. We have no professional staff. We have no 
fundmg whatsoever from any of the drug companies or outside 
so^^ces, other than the generosity and motivations of our own fam- 
1 it s run from a kitchen table, on a personal telephone. When I 
cv;^e to Washington from Louisiana, I am here r' my own exper se 
for my own child and for the other children lik^ , :m. 

At various times, it has been suggested thr* parents are incapa- 
iMe of re^dermg objective judgment and objective testimony on this 
issue because of our emotional involvement and because we are too 
susceptible to the scare tactics that might be used by the drug com- 
panies. 

With what we've been through in the last 2 years, Mr. Chair- 
"^^^' {./^"^^"^b^r innocence, but it's a fleeting memory at this 
pomt. We remain skeptical of all of the parties involved in this par- 
ticular i^ue, whether they be public or private or medical or scien- 
tific. And I think at this point that was something that needed to 
be said, and I appreciate your indulgence there. 

Mr. Waxman. Well, I understand what you're saying. And let me 
tell you, from my own experience as Chairman of this subcommit- 
tee, over and over and over again, we've had hearings on various 
Illnesses and diseases, and the thing that comes most to my mind is 
when we dealt with the orphan drug issue. 

But the experience that is clear to me is that the people who end 
up laiowmg more than all the so-called experts are the family 
members, and so often when they find someone in their family af- 
flicted by some kind of illness or disease, and they look around for 
help, all th3 people you'd expect would know just don't know. And 
the support groups aren't often there. And when the support 
groups are there, they're set up by the family members for others 
who are going through the same experience. 

So I have a very clear understanding of what you're saying and a 
healthy r^ard, admiration, and respect for the people who are 
living with these various issues on day-to-dav basis. I wanted your 
input, and I appreciate your testimony. If weVe going to do any leg- 
islation, I want you to review it and telk to me further about it, 
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because I in no way want to do anything that is going to be to your 
children's disadvantage. 
So I thank you very much. 

Yes, Ms. Chadwick, do you want to add one thing? I know youVe 
been here all day, however. There's another meeting Fm supposed 
to attend. 

Mrs. Chadwjck. I just have a genuine concern about the quota 
aspect that I think, in writing whatever your committee will ulti- 
mately write, that should be concerned. There is a whole realm of 
children who might be 5 feet tall for whom this drug might be a 
specific cure for what is actually an extreme ^hort stature disorder, 
and these would not be the same cosmetic jidividuals that we're 
talking about making into basketball players, but the^"* would be 
children with constitutional delay syndrome or nothirg specific, 
but they are just a little behind in bone age. 

They need to have some help, and this would help them. It would 
help them psychologically by helping them physicsdly at a younger 
age. 

There has been a steroid drug called Anavar used for decades for 
this group of children. The purpose of that drug was to speed up 
their growth, but it had negative side effects. Human growth hor- 
mone looks as though it would work for those children, but there is 
no historical example of that use, so that if you built a quota basod 
on prior usage, you would be building^ an inadequate quota to this 
potential and a f^w other potential populations. 

The reason that there was no prior use was because biological 
hormone was not available. 

Mr. Waxman. Sure. 

Mrs. Chadwick. This drug, the biosynthetic drug, is available, 
and that's what makes it so exciting and important to parents, that 
it's now there for the first time for them. That's been the ase with 
my son, with Carl's son, and with many, many children that we 
know who simply did not grow before. 

Thank you. 

Mr. Waxman. That's a very ^ood point, and thank you for it. 

We're going to leave the record open for this hearing for 2 addi- 
tional weeks to receive any further thoughts that any of you have, 
any testimony that others want inserted in the record, and any 
statement from members of the subcommittee. 

Mrs. Chadwick. Is it possible to invite a pediatric endvKrinologi- 
cal group, whom we have not heard from at all, rather than just 
the sports medicine physicians, since that's the group that does all 
of the prescribing for this drug? 

Mr. Waxman. That's one of the reasons we're going to keep the 
record open, so that we can get that additional information. 

Thank you. That concludes our hearing for today. I thank every- 
body for your participation in it, and we will look forward to talk- 
ing further and working with you. 

[Whereupon, it 2:45 p.m., the hearing was adjourned, subject to 
the call of the Chair.] 

[The following statements were received for the :*ecord:] 
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STATEMENT 
of the 

AMERI^'AN MEDICAL ASSOCUTION 
to the 

Subcommittee on Health and the Fnvlronment 
Committee on Energy and Co^erce 
United States House of Representatives 

RE: Scheduling of Human Growth Hormone 
Under Schedule II of the Controlled Substances Act 

April 22, 1987 

The American Medical Association takes this opportunity to comment on 
the Issue of whether human growth hormone (HGH) should be scheduled under 
schedule II of the Controlled Substances Act. 

Comments 

Recent advances In biomedical research now permit the synthesis of 
human growth hormone by recombinant DNA technology. This advance has 
permitted the production of a growth nu*.none that Is free from viral 
contamination and, at the same time. Is Identical In Its physiological 
activity to the naturally occurring hormone. The enhanced capacity to 
''manufacture" human growth hormone assures access to the definitive 
treatment for growth hormone deficiency for all chlUien who need this 
Important drug. However, In addition to this proven therapeutic benefit. 
It has been stated that HGH may be. misused or abused by athlete? and 
others In order to attempt to Increase their size and strength. 
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The AMA opposes leglslatloa that would schedule HGH under the 
Controlled Substances Act. The proper route for :edullng a drug Is 
through the well-developed regulatory process — not by legislation. We 
also believe that scheduling HGH administratively under schedule XX would 
be Inappropriate. HGH does not meet the criteria for schedullns unJer 
schedule XX of the Controlled Substances Act In that It does not **lead to 
severe psychological or physical dependence** (emphasis added), as 
required by Section 202(b)(1)(c) of the Act (21 U.S.C. 812(b)(1)(C)). Xn 
addition, the Controlled Substances Act, heretofore, has included only 
those drugs whose abuse potential proceeds directly from their 
psychoactive or psychotropic effects. The inclusion of an **atypical** 
compound such as HGH is a major change in policy that demands in~depth 
study. Finally, we are concerned that inclusion of HGH in schedule II 
could serve to restrict the availability of the drug for those childreu 
who truly need it and could impede important research. 
Regulatory Mechanism for Drug Scheduling 

The appropriate avenue for scheduling a drug is through the 
well-established administrative process. The Controlled Substances Act 
authorizes the Attorney General, through the Drug Enforcement 
Administration (DBA), to initiate proceedings '.o schedule or reschedule a 
drug or to remove controls on a drug. Before action can be taken, the 
Attorney General muat request i ''scientific and medical evaluation** of 
the drug from the Secret y '>f Health and Human Services through the Food 
and Drug Administration (FDA) . The FDA also makes a recommendation as to 
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whether the drug should be controlled (anu If so under what schedule) or 
reaoved fro« the schedules. If the DEA concludes that the information 
provided by the FDA constitutes substantial evidence that a drug has 
potential for abuse, it nust initiate proceedings to schedule it. If, 
however, the FDA recomends that a drug not be controlled, the DEA is not 
allowed to control it. Finally, if the data provided by FDA constitutes 
substantial evidence that a drug should be reaoved entirely from t*"» 
schedules, proceedings for removal of the drug must be initiated by DEA. 

This regulatory mechanism, which relies heavijy on the expertise of 
the FDA and DEA, has proven to be hiijhly satisfactory in reviewing and 
evaluating drigs. No convincing reasons exist to forego this process set 
up bj Cong. -»ss in favor of direct legislative rescheduling. The 
legislative process would inappropriately preempt a well-developed 
program designed to deal specifically with the scientific, medical and 
regulatory issues. 
Scheduling of HGH is Inappropriate 

The factors that the FDA must consider in oalciag its recommendation 
concerning w..ether a substance should be controlled include; 

1) the drug's actual or relative potential for abuse; 

2) its history and current pattern of abuse; 

3) the scope, duration and significance of abuse; and 

4) the risk, if any, to the public heclth. 

We do not believe that these criteria have been met. 

While the AMA recognizes that HGH has a limited potential for abuse, 
little or no data exist that ^obstantiate or detine a history, pattern. 
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scope, duration or significance of abuse* Hor Is there ^reliable evidence 
to Indicate that UGH poaes any significant risk to the public health* 
Finally, data to substantiate a relative abuse potential similar to other 
schedule II drugs - such as cocaine - Is lacking. Thus, we believe that 
If the FDA were to conduct a rigorous "scientific and aedlcal evaluation" 
of HCU, It would conclude that the drug should not be controlled under 
. thedule II at this time* 

We question whether It Is appropriate to regulate, under the 
Controlled Substances Act, suostaaces for which the basis for abuse 
potential Is not psychoactlvlty. At present, all compounds Included 
under the Controlled Substances Act derive their reinforcing properties, 
abuse potential, and capacity for producing psychological and/or physical 
dependence directly from their effects on the central nervous system* 
Human growth hormone, however. Is released from the anterior pituitary, 
outside the central nervous system, and Its most direct effects are on 
physiological systems other than the central nervous system. Indeed, the 
claimed potential for abuse Is unrelated to any psychoactive or 
psychotropic effect. 

Human growth hormone represents the second &'ajor medical product 
produced by recombinant DNA technology. This technology proffers many 
great advances for medicine. Many of Its products will be endogenous 
hormones that serve to replace or correct deficiencies extant In specific 
patient populations. This capacity to produce biological products 
Identical . modulators of all types of human functx^'ns Is ralplng 
Important scientific, clinical, ethical and legal Isfues. It Is 
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laportant for appropriate resolution of such Issues that credible 
scientific and clinical evidence constitute the basis for the decisions 
that address such Issues — not anecdotal reports and vague concerns. 
We are also concerned that the rigid production and distribution 
controls for schedule II drugs could serve to Impede the availability of 
HGH for those children who truly need the drug. We believe strongly that 
the benefit of enhanced availability of HGH to those with serious aedlcal 

probleas far outweighs any risk posed to the public health by anecdotal 

reports of **abuse" of the drug. 

Finally, wider therapeutic appixcatlons of HGH are now being 

atudled. Inclusion of HGH under the controls of th« Controlled 

Substances Act, particularly under schedule II, covl^ restrict valuable 

research. 

Conclusion 

The AHA or^ ses legislation that would schedule HGH under the 
Controlled Substances Act. The proper avenue for scheduling a drug Is 
through the well-established regulatory process, not by legislation. In 
addltlcru scheduling HGH under schedule II would, at this time, be 
Inappropriate. HGH does not meet the criteria for scheduling under 
schedule II of the Controlled Substances Act. Moreover, the Controlled 
Substances Act, heretofore, has Included only those drugs considered 
psychoactive or psychotropic. The Inclusion of an "atypical" compound 
such as HGH Is a major change In policy that demands In-depth study. We 
are also concerned that rigid quotas for schedule II drugs could Impede 
the availability of HGH for those children who truly need the drug. 
Finally, we are concerned that Inclusion of HGH under the Controlled 
Substances Act, particularly under schedule II, could sei-ve to curtail 
laportant research on the drug. 
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10 growth honnone) is complex and csn be considered from different 

11 perepectives: 
12 

13 (1) Psycholosicsl: 

14 

15 (e> The itcportance of winning ; 

16 (b> Plscebo effect of drugs. 
17 

18 (2)" Phermacologic: 

19 

20 (a) The possibility that thess hormones may provide a 

21 resl pbr^lologic sdvantsgs for the athlete; 

22 

23 (b) Ths adverse sffscts of such mirjse. 

24 

25 (3) Kthicel: 

26 

27 (a) The concept of violstion of fsir play; 

28 

29 (b) Implicit coercion to uss drugs in order to be 

30 cosipetitive; 
31 

32 (c> The concept of homonal manipulation, 

33 particularly in children, to slter body size snd 

34 build in a manner psrceivsd to be beneficial for 

35 athletics or othsr lifa sndsavors.i 



past House Action: A'-86:371: A-8S:282: A-84:334; A-79:277: 
1-79:45-47; A-79:277; A-72:26l.384 
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1 Cmaral solutions to th« problM rangs fro« prsvantion 

2 rsgulstory sction limiting production snd/or distribution of drugs) 

3 through syMptoutic trsstMnt (sg. drug tssting of cottpstitors) to 
* curs it, Botfvstion of ths individual to rajsct drugs). Ths 

parscnal decision to rsjsct or discontinus drug uss is bsssd on ths 
individual's vsluss snd rsssons for considsring drug uss. Hsncs. an 



15 



18 



30 
31 
32 
33 



44 

45 



— ^ ^.uiiviusring orug uss. Hsncs, an 

7 sthicsl srguMnt bsssd on ths concspt of fsir plsy nay bs insffsctivs 

8 In sn individusl Who is notivstad to win st any physicsl cost. 

10 Anabolic ttsroids and growth horaons will bs discusssd 

11 sspsrstely. Tha following qusstions will ba considsred for ssch: 

13 (1) Does the drug provide reel or perceived benefit for 

14 the MthlAtaT 



16 {2> What ere the edverss sffsctc of the drug in this 

17 ssttingT 



19 (3) Who promotes, distributes, and uses ths drug? 



20 

21 (4) Is sbuse of the drug e significent problenT 

22 

23 Anebolic steroids 
24 

25 
26 



Anebolic steroids ere synthetic endrogens thst hsve greeter 
enebolic reletive to androgenic ectivity then testosterons, but in 
27 Isrge quantities, thess drugs hsvs strong androgenic effects. In 
II 5riir!i*i^^?ri*''! •» effective es ssi ier thought, but 

II t ^T. ^" "^'"l conditions (sg. csrtsin anSniis. 

^o hsritditsry sngioedena. breest csncsr. snd possibly ostsoporosis) 

Ansbolic stsroids havs bssn ussd by sthlstss for nors than two 
decades in the belief that they increeee body mass, nuscls tUsuI? 
34 snd strsngth. Mors rscently. teetosterone hes been ussd because it 
36 i° J^i?"^ .cre«»ing prograns than enebolic 

36 steroids Although studiss of thsss sgsnts hsvs not shown uniformly 

37 increesed nusculer strength, certein be.iefits to sthlstic psrfonuncs 

38 seen probeble: increesed body weight, pertly due to fluid retention, 
II ^ increese in leen nuscls nass. In s continuing progran of 

40 intensive exercise coupled with e high protein diet, increased 

41 musculer strength na- oe realized in sone individuals. 



A I" "P«ity i« prob.bly not increased beyond that 

43 due tc eerobic tr.ining.2.3 Increesed eggre„ivene« is J.o 
** reported «»ong embolic steroid users, but the degree to «hich this 



« noted thet «„11. dif f i;ult-to-»e„'u%:'i„reZts ir^c^^ler' 

*J Perfomence or psychologicel benefit mj constitute the difference 

*9 iorn*",'"""^"' P--""lTly .t . Professionel or 

^0 :ruL-:i-t" in'-ihie?:-"'- - — - «>. 
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CSA R«p B - page 3 



1 Th«r« «r« cletr 9dv«rs« •ff«cts tttocitted with u9% of 

2 tndrot«nlc steroids. The dotes end petteme of edminietretion 

3 utilised by athletes often differ markedly frca those used 

4 therapeutically. Athletes have been reported t9 take steroids 

5 cyclicelly for one to severel aonths followed by a drug-free period 
i up to e year. Doses may ba far greater than those considered to be 

7 therspeutic, and drugs are somatiMs "stscked** (seversl egents tsken 

8 siaultaneously).^ Exogenous androgens effect the reproductive 

9 system of healthy wales: gonadotropin and testosterone secretion 

10 are suppressed and oligospenaia and te«q>orary infertility aay 

11 occur. CynecoMstia is cMBOn.^ Agents thst are 17 - alkylated 

12 compounds (eg, oxsndrolone, sethandrosteneolone) ere associsted with 

13 liver pathology, including abnormal liver function tests. 

14 cholestasis, peliosis hepatis, hepatic edenonas, and hepatocellular 

15 carcinoma.' Although hepatic effects have been described and 

16 documented most often in patients treated for disesse, one case of 

17 hepstocelluler csrcinoma has been reported in an athlete Who had 

18 tsken several snsbolic steroids to incresse skeletal muscle 

19 mass.^ Anabolic steroid ingestion by athletes is also associated 

20 with an atherogenic blood lipid profile (eg, elevated low-density 

21 lipoprotein cholesterol and dacreesed high-density lipoprotein 

22 cholesterol).^ Increased irritability end aggressiveness may 

23 occur. 
24 

25 In women, sndrogenic honnones produce masculinizing effects (eg, 

26 hirsutism, deepened voice, oily skin, acne, mals psttcm balding, 

27 menstrual irregularities, incressed libido). In children, these 

28 drugs may ^ccelerste pubertsl changes and limit evantusl adult 

29 height by ^^sing premature skeletel maturation and closure of the 

30 epiphyses. 
31 

32 Steroids apparently are used at all levels of athletic 

33 activity. Although the prevalence is difficult to assess 

34 accurately, such use is believed to be widespresd . Steroid 

35 abuse is particularly copMon among athletes in strength sports (eg, 

36 weight lifters, body builders, shot puttera, and discus and javelin 

37 throwers). Use among weight-trained women athletes has been 

38 reported. Anabolic steroids have e more significant effect on 

39 female musculsr development than on males. In one study, the women 

40 reported typical masculiniting side effects, which they considered 

41 en acceptable price for the snabolic benefits.^^ A psrticulsr 

42 concern is that the wide avsilsbility of these agents is likely to 

43 siake them accessible to adolescents and children, as well es 

44 edults.l2 
45 

46 Anabolic steroids sr) eesily obtsined on the blsck market 

47 through gymasiuos or mjil order sources. In s survey of 250 weight 
46 lifters, slmost half r.<lmitted using steroids at some time. Although 

49 aost steroids were obtsined illegally, some athletes clsimed thst 

50 they had bean given a preacription for the druga.^^ 
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1 In 1985, the Food and Drug Adainittration (roA) . FederaS Bureeu 

2 of Investigation (FBI), and r^ptrbaant of Justice (OOJ) began a 

3 nationwide criainal invettigat. ^n of black joarket distribution of 

4 anabolic steroids and other drugs purported to enhance athlatic 

5 performance. Manufacturers and distributors were advised of their 
( rasponsibility to ensure distribution only to authorized customers 

7 and were requested to monitor and report unusual order activity (eg, 

8 large or frequent orders, orders by phermacies for veterinary 

9 products). Indictments have been obtained as a result of this 
10 effort. 

12 Growth Hormone 
13 

14 Human growth hora&ne (hCH) or somatotropin is a po!,ypeptidc 

15 hormone secreted by the anterior pituitary gland. CH has widcspresd 

16 metabolic effects, including stimulation of cellular amino acid 

17 uptake and protein sjrnthesis, stimulation of lipolysis, and 

18 inhibition of glucose utilization in tissue, *rtiich tends to increase 

19 blood glucose levels. Growth hormone is necessary to achieve normal 

20 genetic growth potential. Severe deficiency in childhood results in 

21 dwarfism. Human CH is necessary to treat this condition, because CH 

22 from other species is ineffective. 
23 

24 Human pituitary-extracted CH was available from the *::»ional 

25 Hormone and Pitu^tery Program and coniwrcial sources until 1985. 

26 After the appeanmce of several cases of Creutzfeldt-Jekob disease 

27 believed to have been caused by contaminated pituitary extracts, 

28 distribution of the product was halted voluntarily for an indefinite 

29 period. Following withdrawal of the pituitary products, a 

30 recoibbinant DMA-derived CH product was a!)proved for marketing in the 

31 Uni':ed States. It is identical to endogenous hCH except for the 

32 addition of methionina on tne ^-terminus of the colacule. This 

33 preparation is available commercially. 
34 

35 The results of hypersecretion of hCH are of particular interest 

36 in the context of this report. Uncontrolled hypersecretion in 

37 childhood results in glgantira, and in adulthood, acromegaly. The 

38 latter condition is associated with glucose intolerance, heert 

39 disease, Impotenco, and bony overgrowth (eg, protruding forehead and 

40 jaw, enlarged hands and feet). 
41 

tl t- . Averse effects of hCH use by athletes have not been documanted 

43 but can be predicted on the basis of known effects of endogenous 

44 hypersecr** ion (vide supra). Whether limited exogenous 

45 administration may produce beneficial or deleterious effects in 
44 healthy ethletes is unknown. The effect of hCH administration to 
y normal children is unknown, but might be expected to produce a 

48 permanent increase in build and stature. 8ayond the physiologic 

49 considerations, use in normal children is an ethical problem of 

50 far-reaching proportions.! 
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1 In contrast to th« probl«B of anabolic ttaroid abuse, hCH abuse, 

2 to the extant that it exists, is e relet ively new phenoiaenon. 

3 leporte of its use in ethletes ere enecdotel;^^ they suggest that 

4 hCH is currently favored beceuse of enticipeted body growth and 

5 increesed strength potentiel and elso beceuse it is undetecteble in 
i current drug testing procedures. Uee is probebly limited by the 

7 greet expense of the product. 
S 

9 The source of illicit aupply is questioneble. One physician 



10 reportedly obteined supplies of pituitery-extracted hGH simply by 

11 mailing prescriptions to cofopanies supplying the product. This 

12 account is inconsistent with the compenies* steted distribution 

13 policies, which required ecreening of requests end docunentetion of 

14 need. Bogus hCH preperetions, enimal GH prepar»cions, end foreign 

15 products should elso be considered es potentiel illicit sources. To 

16 knowledge, there have been no reporte ver}fying that the CH products 

17 bought by ethletes ere in feet hCK. 
18 

19 Since withirewal of pituitery-extrectc J hGH from the US market 

20 in 1985, the only U.S. source of hGH is the reconbinent DHA 

21 product. Although the technology to mass-produce hCH is eve liable, 

22 the manufecturer stetes thet it limite production end follows 

23 rigorous screening end post marketing surveillance procedures to 

24 verify legitimate use in GH-def Icient patients. 
25 

26 In summary, the status of growth hormone ebuse is undetermined, 

27 but the agent has wide abuse potentiel, pertlcularly if pharmacologic 

28 benefits ere shown to result from use in normal ethletek. Human GH 

29 also may have additional legitimate therepeutlc applicetions for 

30 other growth disorders, fractures, bums, end other conditions. 

31 Reseerch in these «tt>fs has been hampered by the limited supplies of 

32 hormone eveileble, i*«it is expected to be underteken in the future 

33 now that It Is possible to produce unlimited quantities of the 

34 hormone. Increesed eveilebility of hCH for other legitimate usee 

35 presumably would increese eccessibility for illicit use. 
3« 



37 Conclueione 
38 

39 Abuse of ensbolic products by ethletes differs in the two types 

40 of drugs discussed. Anebollc steroids have therapeutic benefits for 

41 certein conditions and proven ebuse potential among ethletes. The 

42 ebuse of hCH is e recent phenomenon of undetermined extent. Human 

43 GH has a clear therapeutic application in growth hormone deficiency 

44 end other legitimate investigational uses, end elso hes greet 

45 potentiel for aieuse. 
46 

47 Thie report responds directly to concerns regarding the ebuse of 

48 enabolic stkroids; future reports will deel with other clesses of 

49 abused drugs. The report elso eddresses the issue of the ebuse of 

50 human growth hormone, which was raised in referred Resolution 57 
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1 U-t«). XMoMsndation* for AHA action will ba davaloped aftar 

2 coi^lation of all rvporta on drut abuaa in athlataa. Th« followint 

3 poaaibilitiM will b» conaidar*d in davaloping tha r«cai«»tndations: 
4 

5 1 . l»Kul>tonf action (for anabolic af roida and Kroir tti honaona); 



7 Tha AKA ahould contimia to andotat currant activitiaa of 

8 tha FDA, rtl, and DOJ diractad toward curbing illagal 

9 diatribution of thaao dniga. if thaaa afforta ara 

1^ inaffactiva, tha AHA ahould undartaka a atudy of altamata 

11 Mthoda of Monitoring an£ liwiting diatribution* 

12 

13 2. Educational action (for drugs with abuse potential); 

a4 

IS Tha AHA ahould andorsa aducational activitiaa at varioua 

It lavala including sport a group adniniatratora, coachaa, 

17 paranta, and athlataa. Activitiaa auggtstad for 

18 conaidaration >ra: 
19 

20 a) Praparation and distribution of aducational 

21 paaiphlata on drug abuaa in athlatas 

22 aaphaaiting tha advaraa affacta and liaitad 

23 banafita of auch uaa. 
24 

25 b) Davalopaant of a nationwida natwork oi' 

24 phyaiciana Who would ba aval labia to giv.^ 

27 praaantationa on thia topic to *ntaraatad 

28 cooMinity groupa. 
29 

30 c) Praparavion of a vidaota; a (a) on drug abusa 

31 in athlatas for distribution and uaa by 

32 \ achoola, aporta prograsu, parant groupa, and 

33 coMunity orsanitationa. 
34 

35 d) Judicioua uaa of tha naws laadia and 

36 aditoriala and artlclaa in AKA publicationa 

37 , to publicita tha AHA' a intarast and 

38 availability to Mrk on thia problan. 
39 

40 Tha Council on Sciantific Affaira racom&anda tha adoption of 



41 thia raport in liau of laaolution 57 (A-86). 
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STATEMENT OF 



ARES-SERONO REGARDING 



I am Thoaas Wlggans, President of Serono Laboratories of 
Randolph, Massachusetts. Serono Laboratories Is the United 
States subsidiary of Ares-Serono, an International developer, 
manufacturer , and distributor of pharmaceutical products. On 
behalf of Ares-Serono and Serono Laboratories (collectively 
referred to as Serono) , I thank the Subcomlttee for keeping the 
record open to allow Serono to submit its comments concerning the 
scheduling of hiiman growth hormone (hGH) . 

Serono has had a long-standing Interest In human growth 
hormone. In the early 19608, the company engaged in some of the 
pioneering research that resulted in Identificr^tion of hGH 'n the 
human pituitary gland. in 1973, the government of Switzerland 
approved the commercial sale of Serpno's hGH product. 
Subsequently, Serono received approval for its hGH drug product 
in sixteen other countries. Serono began to sell pituitary- 
derived hGH in the United States in 1^80. Called Asellacr.^-^*, 
this product remained on the market until 1985, when Serono 
voluntarily stopped selling its pri act due to reports that 
pituitary-derived hGH supplied by the National Hormone and 
Pituitary Program may have caused a rare disease in patients. 
(No cases associated with Serono 's hGH product have been reported 
anywhere in the world.) 

Beginning in 1980 , Serono began to study the use of 
biotechnology to produce hGH. Clinical trials with the 
biotechnology-derive i hGH for use in treating growth hormone 
deficiency started in 1986. Data from these clinical trials are 
being analyzed, and Serono intends to submit in the near future 
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an application to obtain FDA approval to market its recombinant 
hGH. 

Thus, Serono has had substantial experience with huuan 
growth hormone. Based on this extensive familiarity with :,GH, 
Serono believes that the product should not be subjectea to the 
restrictions of the Controlled Substances Act, 

First, in our vier, scheduling hGH simply is not appropriate 
under the Controlled Substances Act, This statute was enacted to 
control the non-medical uses of products that are either 
physically or psychologically addicting. Human growth hormone is 
not addictive in any sense. The Controlled Substances Act was 
not designed to regulate products because of the possibility they 
might be used for unlabeled medical indications. Forcing hGH 
into the same regulatory category as psychoactive agents would 
disrupt the structure of the Controlled Substances Act and flace 
an unwarranted stigma upon a non-addictive drug. 

In addition, placing hGH in Schedule II would impair access 
to the product for children suffering from growth hormone 
deficiency. Many pharmacists refuse to stock Schedule ii drugs 
because their presence makes the pharmacy a target for burglars. 
Indeed, having a scheduled drug on hand is believed by many 
pharmacists to place them in personal danger. Similarly, some 
ethical physicians prefer not to prescribe Schedule ii drugs 
because of the stigma attached to such products. 

Moreover, chere are significant costs associated with 
scheduling any drug. The manufacturer must keep many more 
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records, store the product separately, and face frequent audits 
by the government. If hGH were placed in Schedule II, Serono 
anticipates that additional personnel would need to be hired to 
ensure compliance with all the paperwork requirements of the 
Controlled Substances Act, Similarly, the prescribing physician 
and the pharmacist also need to prepare and keep additional 
records. Prescriptions must be completed, in triplicate, every 
thirty days. Some of these labor and paper processing costs 
inevitably will be passed on to the patient. 

Scheduling hG.I may also essentially preclude some patients 
from receiving hGH. Under the Controlled substances Act, 
prescriptions may only be writte* for a thirty-r'sy supply of the 
product. In the entire United States, there are only 300 
pediatric endocrinologists. v'irtually all prescriptions are 
issued by these doctors. Because of the paucity of pediatric 
endocrinologists, many growth hormone deficient patients and 
their parents must travel great distances to be examinea by their 
physician. For example, in Serono's recent clinical trial with 
recombinant hGH, 14 of the 60 patients were required to make 
round trips of 80 miles or more to see their physician. Nine of 
the 60 patients aade round trip journeys of at least 200 miles to 
visit their pertiatric endocrinologist, and for 6 of the patients 
the round trip mileage was over 400 miles. 

Requiring that this trek be made every thirty days could 
interpose almost insurmountable barriers to receiving treatment 
for many children. In addition to the inconvenience and lost 
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tine, thore would also be the enornous additional costs of 
repeated examinations by aoctors and nonreimbursable travel 
ex^nses* 

Modifying the Controlled Substances Act to reduce the 
frequency of physician visitation for hGH patients would provide 
only minor relief. E*-en four to six visits a year would be 
prohibitively expensive for many fjunilies. Imposing these costs 
and hardships on the families of children who need hGH to attai.< 
normal height would be unfair and unjust. One can also question 
the desirability of having the United States' pediatric 
endocrinologists spend their time and skills on ^ledically 
unnecessary ey^iainations. 

Moreover, it is far from clear that scheduling hGH would 
have the intended consequences. Putting a drug in Schedule II 
does not prevent unethical doctors from prescribing the product, 
or unethical pharmacists from dispensing the drug. Although the 
scheduling of addictive products has reduced their availability 
for illegal or unethical use, experience has unfortuantely shown 
that scheduled products are still often reauily available* 
Indeed, the placement of a drug in Schedule II sometimes 
increases its allure to criminals. 

Based on its lengthy experience with hGH products, Seroao 
strongly questions the basic assumption that would underlie any 
legislation: that there is widespread misuse of hGH. During the 
five years in which Serono distributed Asellacrin*, the company 
became aware of only one case in which the product was available 
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for use by Individuals other than growth hornone deficient 
children. Serono cooperated full> with the Federal Bureau of 
Investigation in its investigation of the case. The individuals 
involved were detected, and successfully pr'^isecuted uy the United 
States Attorney for the Central District of California. 

Serono also learned of several reports in Texas of the sale 
of counterreit Asellacrin*. The company aided the FDA in 
investigating this situation, and the FDA has initiated 
litigation against the individuals involved. Scheduling hGH 
would not affect the ability of individuals to attempt to pass 
off a counterfeit product as the genuine article. 

Thus, of the tens of thousands of vials of Asellacrin* that 
Serono distributed, only extrenely smell anounts of the actual 
product are Icnown to have been Ir. the possession of individuals 
other than those who were receiving the product for its indicated 
nedical purpose. And, even without scheduling, the one known 
incident of product misuse culminated in successful prosecution. 

One reason why Asellacrin* was obtained only by children in 
need of hGH was Serono 's Patient Dosing Program (PDP) . Under 
this program, Serono's marketing personnel would obtain 
substantial information from the treating physician about the 
patient, e.g. . nane, parent's nam^), telephone number, address, 
exact diagnosis, and correct dosage. The physician would then 
designate a specific pharmacy, and the Asellacrin* would be 
shipped only to that location. This information enabled Serono 
to determine whether there w< s a good match between the patient 
identified in the prescription and a requested shipment. 




164 



Serono relied heevlly on the PDP program In Its marketing 
efforts. The program was extremely popular among pediatric 
endocrinologists. Through the POP program, serono was able to 
ensure that Asellacrln* was being made available only tr children 
who had been prescribed the product for Its FDA approved use. 
Thus, there are far less restrictive and costly alternatives than 
scheduling to control the distribution of hGH. 

Another less burdensome approach Is education. Serono was 
the first pharmaceutical company to co-aponsor continuing 
education progri.&s regarding hGK. Run by the Lawon wlllclns 
Pediatric Endocrine Society, these progra^^ii for doctors covered 
many aspects of growth disorders. Moreover, the Serono Symposia 
Division sponsored prog^'^^ in conjunction with the Human Growth 
Foundation for children and parents to teach them about hGH. 
These programs were entirely educational — there was no product 
promotion and no marketing activities. 

Through these progz/^ms, physicians, parents, and patients 
learned about growth problems and treatment. Serono firmly 
believes that similar programs could successfully educate 
athletes tnd sports physicians regarding the risks of hGH when 
used in an attempt to improve athletic performance. This 
approach could adequately address concerns about potential 
product misuse, without Imposing extra burdens upon growth 
hormone deficient children and their families. 

To summarize, based on its extensive familiarity with hGH, 
Serono is convinced that placing the product in Schedule 11 would 
be Ill-advised. It is far trov clear that hGH misuse constitutes 
a problem, and even less clear that scheduling the product %«>uld 
affect any misuse that exists. It is clear, however, that 
scheduling hGH would significantly Increase tne cost and 
inconvenience for the patients who need this therapy and their 
parents. The principal effect of any legislation could very 
posplbly be to cause the greatest burden and hardship to the very 
children who require hCH for legitimate medical purposes. 
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STATEMENT OF 
NORDTSK-USA 

Mr. Chairman and Members of the Comrnittee: 

I am James L. Smart, President of Nordisk-USA. 
Noroisk-^*SA is the American affiliate of Nor disk Gentofte A/S, 
a Danif!* pharmaceutical company. Nordi^'.k Gentofte is involved 
in the research, manufacture and world-wide distribution of 
insulin, blood plasma products, and other biological and 
pharmaceutical prv^ducts. Kordisk Gentofte has under 
development a recombinant DNA human growth hormone product. 
Currently it is conducting clinical trials in preparation for 
submission of a New Drug Application to the Food and Drug 
Administration ("FDA"). In the future, Ncdisk-USA plans to 
market the recombinant human growth hormone product in the 
United States. Acco^'iingly, Nordisk-USA is ve>y concerned 
about this Committee's consideration of legislative proposals 
which would place human growth hormone products on the list of 
Schedule II controlled substances. 21 U.S.C. § 812, Pub. L. 
No. 91-513, 84 Stat. 1247. 

Human growth hormone has been approved by FDA as safe and 
effective for the treatment of severe deficiency of human 
growth hormone in children. For children suffering from severe 
deficiencies of human growth hormone, also known as 
hypopituitary dwarfism, the availability of an artificially 
produced growth hormone product has truant a continued and 
sufficient supply of the drug needed to treat their condition. 

ability to manufacture unlimited supplies of human growth 
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hormone, that its potential for abuse or misuse for treating 
conditions other than hypopituitary dwarfism has increased 
substantially. Testimony by the members of the panels at this 
hearing have indicated that misuse is most likely to occur in 
athletes and normal children whose parents want them to grow 
taller. 

Genentech, Inc. and Eli Lilly and Co. have described the 
restrictions that their respective companies place on the 
distribution of their human growth hormone products. Such 
limited distribution systems are specifically tailored to 
prevent misuse of human growth hormone. Nordisk intends to 
structure its distribution system to ensure, to the fullest 
extent possible, that human growth hormono is made available 
only to children suffering from diagnosed hypopituitary 
dwarfism. To that end, Nordisk is willing to distribute the 
drug Directly to the pharmacies of hospitals and clinics with 
pediatric endocrinology clinics or to pharmacies filling valid 
prescriptions for human growth hormone and to take such other 
steps as may be necessary to ensure against diversion of the 
product for purposes of abuse. 

It has been suggested that the appropriate response co 
the potential for misuse of human growth hormone is to place 
such compound on the Schedule II list of controlled 
substances. We respectfully suggest ihat doing so, would not 
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necessarily curb the potential for misuse of human growth 
hormone. It may have a detrimental impact on the families of 
children who need human growth hormone to attain normal height. 

Mr. Chairmanf it must be remembered that the requirements 
imposed on Schedule II controlled substances under the 
Controlled Substances Act and regulations promulgated 
thereunder are primarily recordkeeping and production 
lequirements. These requirements were designed to enable the 
Drug Enforcement Administration <-DEA") to track the 
distribution of drugs with mind-altering and/or 
dependence-producing pharmacologic activity. The Controlled 
Substances Act was not, however, intended to serve as a means 
by which the federal government could regulate the practice of 
medicine, i.e., the prescribing of approved drugs for 
indications not listed in their labeling, and the DEA is not 
particularly well-equipped to take on this task. Thus, while 
some legislative action may be needed to supplement the 
measures alrejdy taken by the companies to limit distribution 
of human growth hormone, for 'a number of reasons placing it on 
Schedule II of the Controlled Substances Act may not be the 
roost appropriate avenue to take. 

First, placing human growth hormone on the Schedule II of 
controlled substances would increase the recordkeeping 
requirements of drug companies, physicians, and pharmacies. 
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thereby increasing the cost of the drug to the patients. 
Moreover, it would mean that prescriptions for human growth 
hormone could not be refilled routinely by telephone: once 
human growth hormone became a Schedule II controlled substance, 
patients receiving human growth hormone would be required to 
make additional visits to the prescribing physician in order to 
obtain prescriptions, thereby adding further to the expense of 
treating hypopifjitary dwarfism. Finally, the recordkeeping 
and production requirements for Schedule II controlled 
substances would make it more difficult for a email company 
like Nordisk to place a new human growth hormone produc^ on the 
market. in addition to obtaining approval from FDA, a company 
would also have to apply and obtain permission to market the 
drug ;rom DEA. Also, because product" n quota; are in place 
under Schedule II, a company would have to apply tor a portion 
of the quota Which fi-st may serve to limit entry into the 
market and second would keep the price for human growth hormone 
artificially hiah. Moreover, there is nothing to guarantee 
that DEA's decision would be based in the quality of the 
product produced by o-.z comrany, vis a vis another. These 
additional steps would impact most directly on smaller 
companies, perhaps deterring them from entering the market 
altogether. While Nordisk recognizes the potential for misuse 
that exists regarding human growth hormone as a problem that 
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roust be addressed, in its opinion, regulation by DEA under the 
Controlled Substances Act may raise as many problems as it 
intends to solve. 

If the greatest perceived abuse of human growth hormone 



attention should be given to regulating the sale and use of 
human growth hormone for unapproved uses in athletics. If 
current Izv: ir# insufficient to curb such practices as mail 
order forms tor abused substances distributed to athletes, then 
perhaps steps could be taken to increase the penalties for such 
practices. 

Mr. Chairman,- Nordisk intends to cooperate in any 
meaningful manner to assure that human growth hormone is .^ade 
available only for its approved use in the most economical 
manner possible. Nordisk believes it can make a contribution 
to progress in the treatment of severe growth deficiency in 
children, and it is for this reason that Hordisk is pursuing 
the possibility of marketing its human growth hormone product 
in the U.S. 

I appreciate the opportunity to submit these views to the 
Committee, on behalf of Nordisk-USA. 



is in the black market for athletes, then perhaps greater 



Respectfully submitted. 



Nordisk>USA 
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April 14, 1987 



lb: AD HOC Cocmittee on Future 

Direction for Synthetic Homones 

Frm: Dr. Vfayne V. Mcx>re, OMdjonan 

With the epplication of reocnbinant EKA technology to the production 
of polypeptide i>ituitary honaones and with the deveXcprcnt of new potent 
analogs of J^-TthaLanic releasing factor, it is lilcely that unlimited supplies 
of potent releasing factors, peptide bormones, and pituitary honiK)nes will be 
available within the next several years. The cccpetition withiji the area is 
also liJcely to aaJce the cost of these nateria?^ relatively inexpensive, this 
should allcw investigators to an swer questions that vere previously ijaoces- 
sible due to lijnited supplies of these honoones. Hie ccmnittee also forsees 
the possibility of afcuse if the developnent and design of these protocols 
is not nonitozed closely. The ocoBittee considered each pituitary or hypo- 
thalamic hormone separately with regard to potential abuse and use of the 
hoDBone. 

1} Biosynthetic Haaan Growth Homone 

Bie potential aixae of this homcne is wide^>road treatment of diildren 
with short stature conditions in whid) neither the efficacy nor 'lafety of the 
growth hooaane tr*iatmnt has been proven. Investigation of the effect of 
grcMth noxsnooe ii. these different conditions will require well controlled 
nulti-oenter national studies to have sufficient patient population to ade- 
quately ansMer the questions that are being posed. The ccmnittee reocnrends 
that use of grcMth hoxnone in oonditicns other than growth honaone deficiency 
and Tluner's syndrome be limited to studies that are adequately designed to 
determine the efficacy of growth hormone in these conditions. 

The potential or real etvae of growth honaone by weight lifters and 
athletes or for •ooanetic* purposes is of such concern that it is being 
considered as a candidate for Schedule II control. 

The intention of prs v enting the potential or real abuse of growth 
honnone by athletes as heis occurred with anabolic steriods or to prevent 
uttofpia to au^aent the adult heic^ of diilxiren without abnonnaiities of 
growth hozmone is worttirfiile of consideration. The ccmnittee suggests that 
the following points should be considered in this deliberation: 

(cont next page) 
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1. Stax«nents regarding the real abuse of growth hoxnone by athletes are 
unsubstatlated and ameodotal. 

2. statelets regzirtUng the positive benefit of hGH to athletes based on the 
physiological effects of hGH are conjectural and ccaitradicted by conditions 
of growth honnone excess* 

3. The doezige of growth hoznone required to enhance the growth proooting 
and 2u»bolic ef f fcta of growth hoznone are not known and joay be beyond 
financial or physical possibility. 

4. It is possible that tte purported supply of biosynthetic growth honnone 
that is a?:pareRtly available to athletes may represent counterfeit ?abel8 
and vials with scne inert material in the vial. 

5. Ohe proposed controls nay not increase the cost of production bu<. ^-hey 
certainly %#ill increase the cost of distribution or prescription. 

6. The control of growth hozncne would set a precedent chat could be applied 
to future products of reocotdnant Wk technology. 

7. Evren though it is difficult or inpossible to find a pediatric endocrino- 
logist \AiD has not been "tainted** by asaociation with a pharznaoeutical ooropany 
through the clinical trials of bic^thetic hGH, the d^iberations should 
indide input fron those physicians that have been and will be most involved 
in the treatment of children that benefit from growth hoisnone therapy, this 
group of physicians is keenly aMore of the cot.sequences of limited supplies 

of growth honnone and most qualified to understj^ the metabolic consequences 
of growth honnone. 

8. B^[ual or greater ocnoem should be directed toward blade market pituitary 
growth hormone and other substances being "pushed" as growth homone. It 
seoas unlikely that the proposed controls on biosynthetic hGH will alter 

the availability or use of tl^se "growth honnones". 

9. The proposed controls nust not interfere with research into noninr^ax:ated 
usziges of growth ho^Mione and should include previsions to facilitate (j^'lnini- 
strative and financial) researdi into the clinical uses of growth honncsv? 
including its effect on athletic perfomanoe. The oa nn dttee believes that 
this approaKdi may be the most productive in preventing or stopping abuse of 
growth honnone. 

The ccnmittee reocmnended support for protocols to study the following: 

1} The effect of groi^^h hoznone on the growth rate and ultimate adult height 
of children with nongrcwth hoznone deficient short stature including intra- 
uterine growtii retardation, familial short stature and constitutional delay. 
This study may require development of techniques for optinal utilization of 
the growth hozznono, and a study of the necessity of continuous adkninistration 
of growth hoznone. 

2) Continued study into the use of growth hormone in the treatment of Turner 
syndrcne either alone or in ccubinaticn with other hormones such as estradiol. 

3) Study of the effect of growth homier on the growth rate and ultimate 
adult height of diildren with bone dy^lasias. These protocols need to be 
ncnitored carefully, the potential for adverse effects m^- be high in this 
group of patients since the effects of pharnacological stimulation of abnonial 
epiphyseal growth centers is not known. For cxanple, the effect of hGH on the 
size of the foramen magnun in achondrcplatic dwarfs would be iiiportant to 
determine. 

(oont next page) 
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2LJ'^^?*.if^'^°"' ^ treate^nt of dUldren with 

of growth honnone on the gnwth ra and ultimate adult height 

of p»tients_^th cranlofharyngicBa should be stidxed furthSlTiSSdeT 
S^SSL'^'^S^ janagenent of patients wiS^ScS^. 
westions to be a d drFs sed in this protocol could include the AfSi^i^i^ 
^iial iriadiatlcn on re.,ase to ^S^t,^^.^^^i3Ttf J^.fj^^. 
ff^in the priBary treat^nt of^liciS^, rLl^^^° 
SS'^Si^ffi^i^.^'* ^taturo'^^S^ aef^e^S^^ted 

6) Study of the design of the current 'jreatnent reglaen for growth honraie 
deficiency with regards to dwage and frequency oflchunisSaS^ 

7) Jtu^of other possible uses for gr«tJ. hon«>e induling uound healing, 

lidS^'SS?'°'°^""'^°''""*^'^'^ (analogc^ to nasal 



2) Sonataaedin 



a^fin^^ ^SfiJlfi^?^ deficiency nay be considered as a sanataoedin C 
^1^' J^LSS^""*^ reodwends that develcpnent of biosynthetic^to- 

study the use of^^Sin C 
^a suDetitutian for growth honnone therapy be encouraged. ThesA kHiA{^ 

^t L^^^^^^^Zl^y^ «Jne of the control nechanisas that^siWy 
^ t^^.S^'^'^^y^ ^ in non^ityslologic saratorcdinC le^lT^^ 

and attendent untoward side effects. The potmtial^buse^liata^ 
as similar to that of hinan growth homone. sa»taaedin C 

3) liCCI Analog 

«f ««Bdttee encourages deveXopaent of clinical protocols for the uj;e 

^iJ^J^ltl'^^'^'' precocious pubertyf^o^^aSL^c 
^JogonadiflD, cryptordiidiaa and possibly ocnsUtutional dSSyed^Sertv 

^ ^ ^ potential for abuse of^ishoiWS tteSL 
of j^berty to achieve taller stature. ^mte zn tne oeiay 

4) Growth Honaone Releasing^ Factor 

^EVen though it is recognized that the early studies of the use of growth 
hOOTOne releasing factor in the treatoent of growth honnone deficiency Se 
sc«»hatdisoouraging, additional studies into the clinical use of tte 
^owthhonaone releasing factor should be encouraged. At this point it does 
^ ^"^^^12!^?^°°^ releasing factor offers any advantage over the 
use of grwth honnone in the tre^toent of growth honnone deficiency and 
tnere dipears to be significant necMdve a^)ects to this fonn of lierapy. 
fL?«r^ ^ aguiist fom of the growth honwnc rSSasing 

factor can be developed, the potential clinical usefulness of this honnone 
nay oe increased. 

^2^^*^'^^ ooranittee predicts a diallenging and exciting future regan',- 
ing the use of pituitary and hypothalandc homones. As stated initially, 
this results f n» the potential for large quanUties of relaUvely inexpensive 
horr Toes that have not been available in the past. This presents the 
potential for significant, virtual growth in our knowledge in this area, 
but this growth nust be carefully ocntrolled to avoid the ultimate knowledge 
from beocndng acranegalic. New, more than ever before, we need to encourage 
a scientific approach to the use of these honooncs. 
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Hie Universky of Kansas Medical Center 



May 6, 1987 



Dr. Feter Budetti 
Subocn&lttee on Heedth 
and Qivironaent 
U.S. House of Repreaentatives 
Hcxtse Bldg Al, Rxn 512 
Hashingtxxi, O.C. 20515 

Deeir Or. Budetti! 

Bie LaMBon WiUdns Society net on Ajiril 30, 1987 tx> consider the report 
of the Oonnittae on the PutMni Use and Direction of Pituitary Hooones. 
After Gonsiderable discussicn, the Society voted to aistrlbute the r^rt 
to the mnbers for furthar consideration before finalization of the ttport. 
The Society did vote alaost unani*Bously to record its opposition to proposals 
to tBBka grcvth honaone a oontroUed substance. The reason for this opposition 
is stated in tiie exoexpt (enclosed) of the Ooanittee's prelisdnaxy report 
dealing with the controlled substance issue. Bie discussion at the Society's 
Meeting indicated that there wa^ approval of the Intent of controlling abuse 
of grcwth hoznone but proposed neans of controlled sdiwtance designation 
does not seen ap picpL* ^. 

I request that these statements be includeu as part of the record on 
the hearings regarding desi'^tion of growth homone as a controlled subetance. 



WVMjjjh 

cc! fUe 

Dr. Allan Drash 
Dr. Mike Gend 
Dr. Gil August 



School of M«otCin* 
Dtp«rtmtnt of ^latrics 
39th t Rainbow Blvd 
Kanstt City, KS 66103 
(913)588-6326 



Umh« U Sarrwd. R N . D 



Warn* V Moo^ , M 0 fb 0 
Otvid L Oontkhoo, M 0 
JOMph G HoVovmK, M 0 
R«t»rt L. JlKkiorvRD 




Professor, Pediatrics 
Section of Bidocrinology 
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1> Biosynthetic Huion Growth Honaone 

One potential abcse of this hormone is widespread treatment of children 
with short stature cc /Utions in which neither the efficacy nor safety of 
the growth hormone treatment has been oroven. Investigation of the effect of 
growth horsnone these different conditions will recjuire well controlled 
raalti-center national studies to have sufficient patient population to ade- 
quately answer the qoest'ons that are being posed. The cccinittee reconnends 
that use of grcwth hormone in conditions other than growth hontone deficiency 
and IVimer's syndrane be limited to studies that are adequately designed to 
determine the efficacy of growth homone in these conditions. 

Another area of potential or real abuse is the use by athletes and 
Mei^ttlif ters to enhance physical performance by increasing strength. Increased 
surveillance of athletes for use of anabolic steriods say increase the abuse 
of GH even through its effect on muscle strength is conjectural. 

The intention of preventing the potential or real abuse of growth 
hormone by athl e tes as has occurred with anabolic sceriods or to prevent 
attai|)ts to au^nent the adult heights of children without Abnormalities of 
grcwth hormone is ujrthiAile of oonsiderution. The coranittee suggests that 
the following points should be considered in this deliberation: 

1. Statements regarding the real abuse of growth hormone by athletes are 
unsubstantiated and aneodbtal. 

2. Statements regarding the positive »->nefit of hGH to athletes based on the 
physiological effects of hGH are conj • ural and contradicted by conditions 
of growth honnone excess. 

3. The dosage of growth honnone ^xjuired to enhance the growth praioting 
and anabolic effects of growth hoaoone in a non-growth hormone deficient 
individual is notkncwnand nay be beyond financial or ptrysical possibility. 

4. It is possible that the purported supply of biosynthetic growth homone 
tliat Is apparently available to athletes may represent counterfeit labels 
and vials with some inert material in the vial. 

5. The proposed controls may not increase the cost of production but they 
certainly will increase the cost of distribution or prescription. 

6. The control of growth hormone would set a precedent that could be applied 
to future products of reoonfcinant DNA technology. 

7. Even t-**igh it is difficult or li^pos-iihle to find a Pediatric Qidocrinolo- 
gist who has not been "tainted" by association with a pharmaceutical corpany 
through the clinical trials of biosynthetic hGH, the deliberations should 
include infwt from those physicians that have been and will be most involved 
in the treatment of children that benefit fran growth homone therapy. This 
group of physicians is keenly aware of the consequences of limited supplies 
of grcwth hcimone and most qualified to jndcrstand the netabolic consequences 
of growth hooicne. 

8. E^ual or greater concern should be directed toward black market pituitary 
grcwth hormone and other substances being "pushed" as growth homone. It 
seems unlikely that the proposed controls on biosynthetic hGH will alter the 
availability or use of these "growth hormones". 

9. Schedule II status for CH would inhibit ard restrict independent research 
by increasing the pe^jervrork required to initiate and use <W for nonindicated 
uses and by eliminating the ability of the drug ccmpanies to distribute free 
hormone. 

10. Schedule II status would eliminate the current practice of the dn>g 
oonpanics of underwriting therapy for children without any means of payment. 

11. The proposed oantrols must not interfere with researd) into nonindicated 
usages of grcwth hormone and should include provisions to facilitate (adnin- 
istratively and financially) research into the clinical uses of grcwth hontone 
including its effect on athletic perfcrmanoe. The ocrmittee believes that 
this approach may be the most productive in preventing or stopping abuse 

of grcwth homone. 
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«#p/y fo 

M/ron C««>*l. iW O 

Y9t* Ktnhr9nity School of iSodfcino 

Com33J3 

M9W Hmron. ConnoeUcyt 065 10 
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WayrM V. Moore, M.D-, Ph.D. 
Chftlraan, Comlttae on rutura Uses 

of Synthetic Honoones 
Lawson Wllklna pediatric Endocrine Society 
Dept. Pediatrics 

Unlvaralty of Kansas M«dlcal c«ntor 
Rainbow Blvd. at 39th Street 
Kansas city, Kansas 66103 



Dear tfayn«t 

Per our Conversation today, attached la a suimary and teatlnonicz 
frow the hea/lng yesterday on the abuses of human growth hor«>ner 
I would encourage you to follow through with discussions wifch Dr. 
Buaettl uf Rep. Haiman's staff to explore the possibility of the 
Inclusion of your coMslttee'e reports and other discussion fron 
the upcoaing business mting In the hearing record for yesterday. 

I believe we agree It Is appropriate for tho society to be engaged 
In discussions about possible legislative proposals which would 
affect the distribution and use of synthetic huwn growth hormone. 

Sincerely, 



Council of Ac»domic Soc/af/a* Association of Amoncon Modicol CoIIoms 
Council on Gownment Affoirs, AmanCMn Academy of Podmtncs 




Myron Gene I, M.D. 




cc: San Raltl, M.D. 

Claude Mldgeon, m.d. 
Peter Budettl, M.D. 
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Department of Pediatrics 




April 13, 1987 



Cong 



tn Henry Uaxacn 



Chslrasn, Health and ^.nvlronaent Subcoaalttee 
CoBBlttee on Energy and Coaa'rce 
U, S* House of Representatives 
Washington, D*C. 20515 

Dear Sir: 

Please Include this letter as a coaponent of the record for 
the besrfng held April 8, 1987, regarding possible regulation of 
huaan growth horaone as a class II controlled substance. 

My qualifications for expressing a knowledgeable opinion 
regarding thla propoaal are as follows: 

(1) Pediatric endocrinologist for 30 years* 

(2) One of very first endocrinologists to adalalster huaan 
growth horaone (1959)* 

(3) Appointed aa first Director of National Pituitary Agency 
by United SCatea Departaent of Health and Welfare (1961). 

(4) Continued aa advlaor to Agency until 1985. 

(5) Served aa conaultant to .National Inatltute of Health 
( HSO-pTeaent) - particularly In field of growth. 

(6) Paat prealdent of Huaan Growth Foundation. 

(7) Phyalclan to over 1,000 growth horuone deficient patients 
(1957 pfesent) and orer 5,000 children with other causes 
of short stature. 

(8) Investigator having adalnlstered huaan growth horaone tc 
approxlaately 1 ,000 Indlvliiuala since 1959* 

The concerns registered In tMs letter are those which I 
personally have, although hel'* in coaaon with aany other 
endocrlnologlata * The expression of those concerns Is not to be 
Interpreted aa ay acting aa spokesaan for any aclentlflc aoclety 
or for Industry, although I suapect aa^y reaponslble physicians 
would appreciate ay expreaalng these concerns also on their 
behalf* 

I do have concerna that there Is the potential for huaan 
growth horaone to be abuaed and/or alaused , aa there Is the 
potential for vltaalna, antibiotics, analgealca, and horaones 
other than growth horaone to be alauaed and abuaed* Although 
huaan growth horaone aay be alauaed. It will not be abuaed unless 
It la given In unuaually large or pharaacologlc aaounta, aa the 
uaual therapeutic or phyalologlc aaounts of growth horaone have 
not been deaonatrated to f>e Injurious. In thla respect huaan 
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Congressaan Henry Uaxaan 
April 13, 1987 
Page Two 



growth hor.one is an.logou. to thyroid hor.oac , cortisone 
teatoaterone, eatrogen and vitaains. 

categoriea^^"^^*^ °^ growth horaone fall into two 

(1) Athletea who wish to enhance their proweaa by develoDins 
auacle aaaa. f » 

(2) Horaally atatured children who are enticed or coerced by 
their parenta to receive pharaacologic doaea of growth 
horaone. in the hope that the child will achieve a height 
which ia above hia expected height, even though the 
expected height falla in the ooraal range, 

catego^ifrr^^ ^^^^ °^ ^'^^^ into aeveral 

(1) The adainlatration of growth hcraone to non-growth 
horaone deficient children who are aarkedly ahort .nd who 
hope to grow as a conaequence of receiving growth 
horaone. 

(2) The adainlatration of growth horaone to elderly 
individuala who hope to deter the ravagea of aRing. 

(3) The adainiatration of growth hoarone to ainiaize and/or 
treat obeaity. 

Since inveatigatora aoon will have the anawera regarding the 

Se"ii«t''^"."":,?r °' f""'' ^" non-growtS horaone 

thf tJ^-^ -h^t children. In alowing the aging proceaa, and in 
the treataent of obeaity, legialatora ahould not focua their 
ho«one ° °° Poaaible aiauae but on t .e potential abuae of 

HfvJr*! •'^i*^*" * ■1»<J1«C"<J parenta will atteapt to 

divert growth horaone froa the legitiaate aarket. They aay 
r^uJiM^ii'' . -ucceaaful in certain m.tancea regardleaa of the 
regulatloaa and threatened penaltlea. For exaaple, auch 
regulationa and threatened penaltlea have not prevented active 
uae of narcotlca, atiaulanta, or ateroida by athJetea. 

Theoretically the en.ctaent of regulationa throigh drug 
Sowever"?' Jgenclea alght be effective in deterring auch abuae. 
However legialatora auat aak v.iether the thwarting of .buae by a 
few athletea and a few aladirected p.renta Juatifiea: ^ 

(1) the coat of tlae, effort and dollara to phyalclana and 
drug enforcement agenclea 

(2) the liaitatlona oi horaone to patients who need aaae 
becauae of conaequent increaaed coats and/o* reaultant 
liaitatlona of aupply 
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Cottgresaaan Henry Vaxaan 
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Leglalato^a alao auat aak If It la their responalbllity to 
protect atbletea or a few noraal children froa their parents when 
the ''toxicity" that la a aatter of concern with abuae occura only 
with long tera expoaure to pharaacologlc aaounta of growth 
horaone. Toxicity haa been obaerved only In patlenta with tuaors 
producing pharaacologlc aaounta ot growth horaone over aeveral 
yeara. 

The adverae coaaequencea which would occur by paaalng 
leglalatlon claaalfylng growth horaone aa a claaa II controlled 
subatance , tu ay opinion, are the following, and I preface these 
atateaenta by stating that tt^y are concerna of air" aa a 
pbyalclan and not proapted by the atateaenta or concerna of 
coaaerclal coapanlea. 

(1) Drug enforceaent agenclea will apend valuable tlae, 
effort and dollara, all of which are currently Halted 
and Inadequate for theae agenclea to adequately police 
life threatening controlled druga auch as aorphlne, 
aaphetaalnea , etc., which It ia now their reaponalblllty 
to police. Thla voold be a rladlrectlon of reaourcea. 

(2) Patlenta who oeed growth horaone alght not have this 
available to thea becauae of the Halted aaounta that 
would be a4nafactared and dlatrlbuted under the 
regulatloua governing **controlled aubatancea** . 

(3) The coats of growth horaone will reasln grester thsn 
deslrsble , which will prevent needy pstlents froa 
receiving the horaone snd/or Inspproprlst ely Incresse the 
costs of heslth csre to sll of us becsuse of costly 
Insursnce prealuas . 

(4) The currently controlled distribution process, ss 
estsbllshed by reputsble phsrasceutlcsl flras (Ell Lilly, 
Cenentech) will be torn ssunder , snd with the 
svsllsblllty of horaone In sasll locsl phsrascles, the 
opportunity for sbase will be Incrr.ssed over the very 
Halted oppnrtunlty currently existing. 

As I wrote to Dr. Peter Budettl, your counsel snd sld, on 
Octnber 29, 1986, I plesd thst educstlon be the aechsnlsa thst we 
use to deter the pnssible sbuse snd alsuse of blosynthetlc growth 
horaone Instesd of leglslstlon. In ay opinion, leglslstlon which 
hss neither been proven to be needed, nr which asy be aore 
detrlaentsl thsn beneflclsl, should not be proposed. 
Hist orlcslly , s progrsa once Inltlsted by leglslstlon, good nr 
ponr. Is with us for decsdes. On behslf nf those who will 
receive growth horaone for goo(* csase , I urge thst you defer 
propcslng leglslstlon tn aske growth horaone s controlled 
substsnce until slgnlflcsnt sbuse with toxicity Is deaonstrsted, 
snd/or until sach tlae thst there Is ressonsble chance thst the 
leglslstlon Is aore beneflclsl thsn detrlaentsl to thnse the 
leglslstors sre trying to protect. 
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Department of Pediatrics 

Children's Medical Center 

Of ITS iMvtenY OF vnciNu 



M«y 12, 198- 



CongressBsn Henrr Vcxbad 

Chslrasn, Health 4 EnTlrooaeot SuhcoMlttee 
Coulttee on Enerar sod Coaserce 
0..S. House of Xepresentstlves 
VsshlogtOD, O.c. 20515 



Dear Congressasn Vrnxmrnnz 

This Is In reply to your letter of May 6, 1987. 

I reiterate that the concerna ralaed are aloe aa a phyalclan 
and are not prompted by the atateaenta or concerna of coaaercial 

i« in L 1 .tated. "The expre.alon of theae cooc*r« la 

aot to he Interpreted aa ay acting aa apokeaaan for any 
aclentlflc aoclety or for Indoatry etc." 

My concerna vere ezpreaaed m ay initial letter to you and 
fir Ih7fM^!r"'^T°**'. ^ ""^ foreaoat an advocate 

cltllrtl l< ? ^ -nferatand that yoo are alao. My advocacy for 
fir tlllAril'i J^"^*»*^*>° pe<5iatrlc.. My advocacy 

for children l. vhy I vaa a xoonder of the Hoaan Crovth 
Foundation .nd vhy I have attempted to aaalat children to grow 
IIa I V:. °° behalf of children and their pareata 

and not on hehalf of Indoatry. 

expreaalng a knovledgeahlc opinion 
regarding the propoaal under conalderatlon are thoae Hated la ay 
letter of April I3th. Thoae qoallf Icatlona alao are thoae which 
peraltted ae to undertake the eatahllahaent of a nevaletter 
Crowth^ Cenetlca, «nd Horaonea, vhlch la aopported onder .n* 
educational grant froa Cenentech. The parpoae of thla Journal la 
to hrlog to pedlatrlclana «nd genetlclata current revleva of the 
literature on norrltloaal prohleaa. genetic prohleaa . and growth 

J'*: *• revlewa. one will note that aore than 

50X of the artlclea end the ahatracta reviewed concern prohleaa 
totally unrelated to growth horaone. I have Included aeveral 
laaoea for yoor review to conflra that that la correct. 



09kT of tfw Chanran 
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Congressa«n v^xacn 
May 12. 1987 
Page Two 



I would like to call your attention to the Letter fros the 
Editor in Vol. I, #4 (page 5). "leaae note chat in the laat 
paragraph I state, '^phyaiciaca providing aedlcal care to children 
should sake every effort to identify - and provide proper 
evaluation and treataent for - growth horo^ne deficient children. 
However* as a pediatric endocr inologlat with aany yeara of 
experience, I as concerned that thia horaone say be abuaed and 
g'*ven Indiscrlalnately to children who say or say not benefit 
froB it. Bopefully physiciana will reaist the preaaures to 
prescribe growth horaone for children who have not been 
adequately diagnosed as growth horaone def Iciest**. I preaent 
thia stateaent to you to eaphaslze ay belief that growth horaone 
aust be used judiciously and not aisuaed or abuaed, and also to 
eaphaslze ay belief thst education is the aechanlaa which we 
should use to prevent aisuse and abuae. Growth, Genet lea , and 
Horaoocs is used for that purp^ae. 

I would like to eaphaslze that the editorial board at ita 
first aeeting stated unequivocally, and it is recorded in the 
ainutes, that the board would be an Independent body which would 
act coapletely upon its own without any interference or action 
by, and without any obligation to, Genentech, Inc. The editorial 
board has rigidly followed thia policy. I do receive 
reauneration for ay tiae rpent aa an editor and these funds coae 
froa the educational gra*.t. 

la your letter to ae of May 6. 1987, you request that I 
Identify any relationship between ayself end any coapany 
producing growth horaone. I have been aought out by Genentech, 

nc, Eli Lilly Corp, and S^rono, Inc., as aight be expected froa 
ay credentials, for advice and to participate in educational 
conferences. It Is ay obligation as a scientist and a aan with 
auch experience to assist industry In proaotlng educational 
efforts which will prevent the aisuse cr abuse of synthesized 
products. In such a role I have periodically been appropriately 
paid as a lecturer or as s consultant for the tlae invested. As 
such a lecturer and consultant I have frequently dlacoaraged 
aisuse snd abuse and alsrepresentatlon. 

Through ay 30 years of scientific investigation I have tested 
the therapeutic sad toxic effects of aany horaones. Such studies 
have been undertaken with financial support for these studies 
being supplied by various drug coapanles. During these years I 
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have published asny .rtlcle* Indicating chat the therapeutic 
•«enta under testl .g vere Ineffective, Uhen the agents have 
proven to be effective I have published these fscts. The ssae 
applies for studies with huasn growth horaose. Monies received 
bsve been for th csre of pstlents snd not for professions! or 
personsl recoape^se to ae. 

I trust thst ss sn Intelligent person responsible for seeing 
thst the best heslth csre Is delivered to citizens of this 
country thst you would wsnt the resesrch done by the best 
Indlvltfasls possible, snd thst yoj would expect thst this 
resesrch would be flnsoced by the Institutions - flnsnclsl or 
goyernaentsl - which sre trying to obtain spproprlste answers. 
This Is the asnner In which I hsve functioned snd perforaed. 

In your letter to ae of Msy 6, 1987, you suggest thst I 
review the entire trsnscrlpt of the hesrlng when It Is pttbllshed. 
since such of the testlaony besrs on snd runs soaewhst counter to 
the points I rslsed. I .a certain that aoae of the teatlaony la 
counter to the polnta which I ralaed. However, I aa alao certain 
that leglalatlon at thla tlae will be counter productive and will 
not accoapllah the goala which we all wlah to accoapllah. If the 
^^als are accoapllahed , It will be at treaendoua expenae and 
effort to not only patlenta sod phyalclana, but alao to drug 
enforceaent agenclea. 

I would in* to thank you for yoar pffnrr^ if* rh* Chalraan of 
the Sabcoaaltee on Health and Envlronaent. You have been a viae 
coonaelor and legislator for aany actlvltlea of children. I aa 
treating that you and your coaalttee will act alallarly In 
reapect to the conteaplated leglalatlon In thla Inatance. In the 
t:vent that education and other aeaaurea do not prevent 
*if"w'*"°' gro-fth horaone, leglalatlon of the type 

which you are auggeatlng can be j^^ared In one, two or three yeara 
froa now. Crowth horaone la not addictive, and there la no 
evidence that It la algnlf Icaatly adverae In ita phyalologlcal 
action If given over a two or three year period. Crowth horaone 
ahould not be conaldered along with cocaine and aarljuane. It la 
an effective therapeutic agent. 

I aa requestlrg that thla entire letter be Incorporated Into 
the aubatance of the reaarlca that you Intend to place In the 
record to give proper perapectlve to the record. To abstract any 
part cf theae atateaenta froa thla letter without Incorporating 
the full letter would not only be unfair bat would not aupply the 
coaplete and coaprehenalve Inforaatlon which you undoubtedly wlalt 
to aupply to the aeabera of you dlatlngulahed coaalttee. 

Reapectfully aubaltte 




[>ber& M. Bllzs^d, |(.D. 
Director, Chlldren'a/ Medical 
Center 
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MEDICAL DEVICES AND DRUG ISSUES 
Prescription Drug Price Increa&cs 



TUESDAY, APRIL 21, 1987 
Hou se op Representatives, 

COMMm-EE ON EnEBGY AND COMMERCE, 

Subcommittee on Health and tke Environment, 

Washington, DC. 
% pursuant to notice, at 9:52 a.m., in room 

^ Waxma.^ 

Mr. Waxman. The meeting of the subcommittee wiU come fc> 
order. TJe iiurpoee of today's hearing is to investigate the dramatic 
and contmmng pnce mcreases for prescription drugs. In particular, 
we want to explore whether the reasons cited by the dnwindustiy 
for these pnce mcreefies have any basis in feet 
loS? ^ subcommittee held hearings in July 

1385 to exainme prescription drug price increases. At that time, 

£™ ^ r?®^ "^"^My *«^ce that of the Con- 

«mer Pnce Index. Alao at that time, witnesses for the drug indus- 
top^ told us that mcreases of that magnitude were only a temporary 
^^t^^T^r^^ ***®y ''ere right. Today, drug pric^ 

*f ® ^ by for more than they did then. Si^ce July 1985, 
rWn^'fci^f P^^i^ Prescription drug pric^ have 

PrSe toder^ ^ T^^cacd 4.5 tmies greater than the Consumer 

As we stated at the last hearing, unless the industry can provide 
^.^TS"f *ese price hikes, one can only con- 

elude that what is going on is greed on a massive scale. 




nation 

skeptical, i gatner that the rationale offered at our last hearing 
wUJ he the same we wiU hear tiiis year, namely price increases are 
essential if research and development is to be expanded. 
JTtJ^Jt 'a*»o'^e that we now have investigated thoroughly. As 

^ hearing, the subcommittee sur- 
manufacturers constituting 
roughl;r ¥i of the mdustry by sales, to determine whetiier thdr 
^ce mcreases were necMsaty to pay for their increases in re- 
seardh and development The results are summarized in tiie staff 
*«g>" today and thev are not encouraging. 

1 h manufacturers to the subcom- 

mittee. It s clear tiiat the pharmaceutical industry has misled the 
Amenean people. Most of the money generated by the recent enor- 

(188) 
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mous price increases is not going to fund R&D. Between the years 
1982 and 1986, drug price increases produced revenue gains of $4.7 
billion. During the same period, research and development expendi- 
tiures rose only $1,6 billion or about % of the revenue gains from 
price increases. 

In short, the money was arriving in bucket loads but going to 
R&D in spoonfuls. 

We need to know what is going on with the drug industry. Too 
many Americans depend on life-saving drugs for Congress to let 
prices slqnxxrket without a clear explanation from the companies 
involved. We must constantly remember that most Americans get 
drugs only one way: by paying for them out of their own pockets. 
Only a smaU fraction of the drugs consimi^ in the United States 
gets paid for by the Government or by health insurance. 

Tfajs particmarly affects the elderly, most- of whom live on fixed 
incomes. While they constitute 11 percent of the population in this 
country, th^ consume roughly 30 percent of the drugs prescribed 
each year. As we will hear today, the elderly are upset and con- 
cerned about the prices they pay for drugs. 

As we b^in the hearing, let me repeat a key point We focus 
these hearings on the pharmaceutical industry not in spite of the 
enormous benefits of its products but because of these benefits. 
Drugs are important to our health. We must guarantee they are 
denied to no one simply because they cost too much. 

Before calling on our witnesses, I want to recog^iLse members of 
the subcommittee for opening statements they wish to make and 
first of all, I tvant to Cml on a distinguished member of our subcom- 
mittee. Congressman Whittaker, for any comments he wishes to 
make. 

Mr. WHrrTAXER. Thank you, Mr. Chairman. 

This morning we resume an inquiry that this subcommittee 
b^an nearly 2 years ago. At issue is whether the traditional 
market forces prcU^ct the consumer of prescription drugs while at 
the same time allowing viability of the drugs manufacturers. We 
heard disagreement on this issue in July of 1985 and I fully expect 
we will again this morning. 

I am sympathetic with the plight of the elderlv patients, whose 
prescriptions are expensive and not covered by his or her health 
insurance plan. Prescription drugs are not discretiona*^ itetns that 
can be for^ne one month because one's resources do not aUow 
their purchase. 

I also think that the pharmaceutical industry has a responsibil- 
ity which in the most part it has met, to develop the most up to 
dat^ products to protect our health. The industry must finance this 
obligation through the prices of charges. I recognize that patent 
protection may g^ve a pharmaceutical company tne opportunity to 
charge a price higher than could be charged if there were a com- 
peting product. 

This country has had a long tradition of providing incentives for 
the development of new products through patent protections. I sin* 
cerely hope we assess the repercussions of modifying those protec* 
tions before we even think about changing them. 

I reauest that each of the witnesses keep in mind that the mem- 
bers of this subcommittee are very interested to know how the ab- 
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breviated new drug application patent tenn restoration and drug 
Mport laws that were passed in 1984 and 1986 have affected domes- 
tic drug pncmg. 
Thank you, Mr. Chairman. 

Mr. Waxman. Thank you, Mr. Whittaker. Mr. Sikorski. 

Mr. Skomm. I have no statement, Mr. Chairman, other than I 
do commend you and the staff for moving this discussion forward. 

Mr. Waxman. Thank you very much. Mr. Wv^en. 

Mr. Wyden. Thank you, Mr. Chairman. I, *too, think these are 
very miportant hearings and i* seems clear to me drug prices are 
gomg up at an exceptionally high level. The question is why. When 
you listen to i»ople in the industry, they will say that it is Govexn- 
ment pohaes feeding these huge price increases. On the other side, 
when you hsten to people in Government, it seems the practices in 
the private sector are the oncs that are contributing to these very 
nigh mcreases. 

I think what we need to do today is to look at what is really con- 
tributing to these mcreases and figure out what can be done about 

Forexample, I would like to know exactly what it means when 
mdustgr representatives say that $4.6 billion was spent on R&D in 
lJ8b. How much of that was on initial re«3earch in the new thera- 
piM.' How much on clinical trials? How much on research to 
subnut to the Food and Drug Administration? How much on mar- 
keting and market research? 

'ii!!f^ *° Chairman, that we are in the dark with 

respect to the key issues that go into drug pricing. I want to see us 
keep this work m the marketplace but my underetanding is that 
naarketplace forces don t come into play much in the drug industry. 

I thmk to really get to the heart of this problem, we are going to 
nave to start getting some basic information. We are going to have 
to shed sorne bght on the key issues that relate to drug pricing, 
inese hearings give us that chance, Mr. Chairman. I appreciate 
your going forward with this session. 

Mr. WAXB4AN. Thank you very much, Mr. Wyden. 

We have prepared to be distributed today a second Staff Report 
on price mcreases for prescription drugs and related information. 
It IS dated Apnl 21, 1987. By unanimous consent, I would like to 
have that Staff Report inserted in the record. Without objection, 
that will be the order. 

[Testimony resumes on p. 215.] 

(The staff report follows:] 
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SUHMARy OF FINDINGS 

SECOND STAFF REPORT ON 
PRICE INCREASES FOR PRESCRIFTION DRUGS 
AND RELATED INFORMATION 

SOBOOHHITTEE ON HEALTH AND THE QIVlROCfNENT 
APRIL 21, 1987 



Bac k ground s in July, 1985, the Subconnlttee on Heal Ji and the 
Envlronnent conducted its first hearing to explore the unprecedented 
price increases for prescription drugs that began in 1981. Prior to 
1981, prescription drug price increases had outpaced the consumer price 
index only one time since 1967. From January, 1981 through June, 1985, 
the CPI rcse 23% while prescription drug prices rose 56%. 

At the 1985 hearing, pharmaceutical inuustry witnesses testified 
that the high price increases since 1981 were temporary fluctuations 
from their normal pattern. They claimed that the increases were 
essential if drug companies were to raise their expenditures for 
research and development of new drugs. 

»^ JS^X^w^P^* ^ii^*J"^£^***^ ^"^y' 1^85 have continued 

at record high levels. The CPI has risen 2.7% since July 1, 1985, 
f^i^fx^***^ prescription drug prices have risen 12.2% — a record 4 
1/2 times greater. When compared ho the period beginning January, 
1981, the CPI rose 28% through December, 1986, whUe prescription drug 
prices rose over 79%. r r ^ 

ComnU l iDYltSd i^fi im Bearlngn The ten companies invited to 
testify at the Subcommittee's AprU 21, 1987 hearing have pric2 
increases that are typical of the entire industry, llifse companies 
also have many of the top-selling drugs, set forth ocrlow are examples 
of price increases for 1986 from the six companies invited to testify 
who have declined to appear at the hearing: 



Company 



American Hone Products 
Burroughs Wellcome 
Glaxo 
Sli LUly 
floffmann-La Roche 
fiiithKline Beckman 

(See Tables 6 and 7) 



Drug and Rzmking 



1986 Average 
Wholesale Price 
Increase 



Inderal (28) 
Lanoxin (4) 
Zantac (8) 
Darvocet-N (5) 
Valium (9) 
Tagamet (3) 



Source: IMS, Ltd. 

Medi'Span 



19% 
50% 
14% 
10% 
19% 
21% 
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Subgonmttfegg Survey i In order to evaluate the drug industry's 
continuing claim that substantial price increases are required in order 
to raise research and developnent expenditures, the Subcommittee 
surveyed the twenty-five largest companies (by prescription drug sales 
volune) in the Pharmaceutical Manufacturers Association. The 
twenty-four responding companies constitute two-thirds of all 
prescription drug sales in the U.S. 

Data subttitted by the companies jxn^ aoyreyated Jj} XM& X££fi£t 
indicate HiAt Jbhfi industry iutfi misrepresented Xht lACtfi. Between 1982 
and 1986, drug price increases produced revenue gains of $4,7 billion 
while research and developnent expenditures rose $1.6 billion, pgjce 
rises produced three .tlfifiJS JJlfi revenue iififidfid ^ liiad fiVCgy .dSilAI Sit 
new research juad development . In addition to the revenues generated 
from price increases, the same companies had an additional $4.2 billion 
of increased revenues. During this five year period, the companies 
increased their total revenues by $8.9 billion while increasing their 
research and development expenditures by $1.6 billion. (See Tables 



During this same five year period, the companies raised their 
marketing and detailing expenditures by almost the same amount — $1.4 
billion. (See Table 1). 

Generic Drugs Cheaper > Prices Going JQsuuis In the face of 
extremely high price increases for brand name prescription drugs, 
consuners currently have only one option. For off-patent brand name 
drugs, like Inderal and Darvocet-N, consuners can purchase generic 
versions at significantly lower prices. In addition, generic prices 
are declining at the same time brand name drug prices are rising. (See 
Tables 10-12). 

Economics Sil Pharmaceutical Industry Unusual; Pharmaceutical 
companies claim that the industry is intensely competitive. QeaUy, 
companies do comoete to find the next major breakthrough drug. 
Bowever, whatever competition there is does not affect companies* 
ability to raise prices. 

During the time that drugs are under patent, companies have raised 
prices constantly. In addition, through advertising to doctors, 
consuner "loyalty" developed during the period the drug is patented and 
deliberate efforts to discourage generic use, brand name drug companies 
have created an economic marketplace that allows th^n to raise prices 
even after patents expire and generics can compete. 



1-3). 
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EXPLANATIOH AND MAJOR FINDINGS OP SoRVEY 
CONDUCTED BY SUBCOMMITTEE ON HEALTH AND THE EHVIRONMENT 



Eicplanation 

The Subcommittee on Health and the Envlroiment recently completed 
a survey of the twenty-five largest (by sales volumes of prescription 
drugs) phansaceutlcal companies In the Pharmaceutical Manufacturers 
Association* The letter and questionnaire are included In attachment 
1. The questionnaire defined the terms "research and development" and 
•marketing and detailing". 

IVenty-four companies responded to the questionnaire In a manner 
that allowed the results to be aggregated. Revenues of the twenty-four 
companies make up two-thirds of all prescription drug sales In the 
United States. 



rAji2X PindlnffB 

1. increases Xd revenues ixfiD J2ll££ changes slgnlf icantlY lAIflfiX 
ihiJl ^ncreaaes ±n B AUd 0 ^expenditures jiuilns XhS fifillfid 1982-1966 1 
Cc -npaniea raised iJULlX ££i££fi XAX fflfi££ XhAD ^Ulfi necesgflgy XSi SA^ XfiX 

I increases in £ And £ g^pendltures. 

Between 1982 and 1986, drug price Increases produced revenue gains 
o $4,738 billion while R and D expenditures rose $1,632 billion. The 
revenue gains were 290% larger than the total Increase In R and D 
expenditures. In the years 1982-1986, drug price related revenue 
Increases were from 240% to 380% larger than the total Increases In R 
and D expenditures for those years. 

2. Total revenue in creases aC£ AlAfifit XmISS AS lACSfi Afi tht gCVCnuefi 
derived XXfiB CllCfi increases. 

Revenue Increases can result ^^*.cm actions other than raiding 
prices. For example, new drugs can t>e introduced and the vol me of 
sales of marketed drugs can Increase. Total revenue incr^ises from 
non-price related actions during the period 1982-1986 provided 
substantial additional revenues. 

Between 1982 and 1986, non-price related increases were $4,168 
billion while A and D expenditures rose $1,632 billion. 

3 • Twnfcy-twQ of the twenty-four responding " oi^nies had increases ±n 
revenues fr £Lifi£ changes XhSk!L Mtlt greater JJum inCgCflaea iB 
egpgnditurea for £ iuid P £SU Ihfi fifiClfiiS 1S£2=1SA&. 

All responding companies were grouped according to the percentage 
by which their increases in revenues due to price increases during the 
five years 1982-1986 exceeded their increases in R and D expenditures 
during the same period. TSto companies raised R and D more than the 
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prlcj-relatea rarenuet th«y rec«lv«d. Twenty-two of twenty-four had 
to 10 tiM8 greater than l and D expenditure IncreSea. 

In total dollars and as a percentage of sales, the 23 coBDan{»« 
^ «!•»• data raise the question of whether recent price increases 

ii ^ ^ ^^^^''^^^ 

B«cauM conf idential data were used, the Subcoaaittee cannot 
iSiSff!^*f*"?J "'S. and foreign prices of 130 drugs w-re 

swelled to the Subco-Mittee. Counting ea3> foreign country In which 

SS^l^lLrJ? J^i"' ^if ""'J' ""'^^ the forelgn^lce 7« of 

tl2e (76 tl"s" foreign price was greatef 21% of the 

t^^mgXc dmgi AM Mdg to aam :itiind name- or re«a«rch-nr<.n^.rt 

In > IfiliJf!?^^ 25 responding companies make generic drugs either 
In a subsidiary or In the coapany Itself. >"-9» 
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SOMIAR? OP TABLES 



2Ahl£ It These data provide a ooaparlson of reventtes, revenue 
Increases froa price Increases, R and D expenditures and aarketing and 
detailing '^jcpendltures tor eacb year 1982-1986 and for all five years 
In aggregate* (See Explanation and Major Findings of Survey above.) 

iPhlM Us These data group coapanles accord! ig to the percent by 
which thelw inciaases In revenues due to price chanaes exceed their 
Increases In R and D expenditures for each year 1982-1986 and for all 
five years In aggregate* (See Explanation and Major findings of Survey 
above* ) 

j^flblt Zt These data coapare R and D expenditures and aarketing 
and detailing expenditures for each year 1982-1986 and for all five 
years In aggregate* (See Explanation and Major Findings of Survey 
above* ) 

Table J,t These data Indicate that a large n* Jber of research- 
oriented coapanles also aake one or acre generic urugs. 

2flblfi And Accoapanyiny .Quutt These data deaonstrate that 
following a niaber of years (roughly 1968-1980) In which the CPI rose 
at a higher rate than the retail price of prescription drugs, the 
sltu^cion suddenly reversed and, for the past five years, prescription 
dru^ prices have grown drwatically faster than the CPI* At the tlae 
of the Subcoaalttee*8 hearing In July, 1985, prices were growing at a 
rate two to three tlaes as fast as the CPI* Since the hearing, the CPI 
has risen 2*7% while prescription drug prices have risen 12*2% — a 
record 4 1/2 tiaes greater* 

2Abii S. AOd Aceoapanying chartt These data coapare the CPI and 
the producer prices of prescription drugs for the saae period as Table 
4 and Its acooapanylng chart* These data Indicate that the Increase In 
prices to oonstaers has resulted froa Increases at the manufacturer 
rather than the retailer level* 

2At^ These data show the wholesale price Increases for thd 
top 20 selling drugs In the United States* in virtually every Instance, 
the prlcer of these drugs have risen substantially faster than the CPI 
during the saae period* For exaaple, during the period froa January 1, 
1981 to December 31, 1986, the CPI rose 28%* During the saae f^rlod, 
the price of Dyazlde rose 88% while the price of Lanoxin *125 rose 
526%* 

Tablft Xt These data provide percentage price Increases for 1985 
and 1986 for the best-selling products of the ten coapanles Invited to 
testify before the Subcommittee on Health and the Envf ironaent on April 
21, 1987* Increases for most products are far greater than the 
Increase In the CPI* 

XAblfi &: This table lists the top twenty selling drugs for all 
sizes and dosages In the United States by sales volume (retail plus 
hospitals) * 
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2il2lt It This table ooaparcs profit data for All manufacturers 
versus phar»acgutical Mnufacturers In two vays: (1) profits per dollar 
of sales, after taxes and (11) annual rates or profit on shareholder's 
equity, after taxes* 

Pk*axaaceutlcal manufacturers hove consistently maintained higher 
profit rates than other manufacturers In the United States* Because of 
the relatively inelastic demand for most drugs and certain market 
conditions (e.g*, the ability to control prices for patented drugs), 
pharmaceutical manufactures generally are able to maintain or Increase 
sales even when raising prices* 

The level of profits per sales dollar Indicates that while the 
drug manufacturers claim that they bave raised prices to finance R and 
D in recent years, they also have substantially Increased the 
percentage of every sales dollar which Is profit* 

lahlt lfl.s This table compares for the years 1984-86 the prices 
charged by brand name and generic manufacturers for prescription drugs* 
In most Instances, the price of the generic equivalent started at a 
point lower than the brand name and itll while the price of the brand 
name drug started at a higher level and increased . 

TMblt lis This table, derived from Information submitted by 
REV 00, a large drug store chain, shows price trends for selected 
top-selling brand name prescription drugs and their generic 
equivalents* During the period when generic prices were falling 
dramatically, prices for brand name drugs rose significantly* 

Table iZt This table, derived from data submitted by the American 
Association of Retired persons Pharmacy Service, the largest m<.ll order 
pharmacy service In the United States, compares the Prices the pharmacy 
service charged for brand name drugs and their generic equivalents* In 
all Instance, the generic equivalent cost substantially lees than the 
brand name drug* 
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RESULTS OF SURVEY BY THE SUB(D«HITTEE ON HEALTO AND THE ENVIRONMENT- 

MAJOR FINDINGS "-vikom.ienT: 



ERIC 



1982. 1983 1984 198S 1986 Total 

(in millions) 



Total Revenues from 

prescription arugs 9,881.5 11,548.4 12,318.9 14,434.7 16,583.1 64,721.6 

Increase in revenues 
over previous year 2,343 8 1 q^n ^ c 

^r343.8 1,528.4 770,5 2,115.8 2,148,4 8,906,9 

Amount of revenue increases 

from price chanqes anc ^ « ^ 

' 818.1 959.6 1,043.9 4,738.2 

Increase in R 4 D 
expenditures over 

previous year** * , 

256.4 284.3 344.7 348.1 398.3 1,632.3 

Increase in Marketing and 
Detailing expenditures 
over previous yea^*^* 354.5 274 7 



Percent by which increases in 
total revenues exceed 
Increases in R i d 



Percent by wnich increases 
in revenues from price 
changes exceed increases 
in R i D expenditures 38OI 



205.6 

9141 5401 2201 



250.2 307.5 1,402.5 
filOl 5401 



3 301 2401 2801 26OI 2901 

IBS 



IKSdiL X (con* t) 



The 1982 figures are based on reports f ro» 23 companies because one of the 24 
conpat.ies responding to the survey did not provide its "revenue increases due to 
price charges*" (The company did provide its 1962 total revenues and its 1982 R 
and D expenditures*) All other years reflect reports based on 24 companies* 

** Research and Oevelopnent (R and D) expenditures for a year are calculated by 
reducing total R and D expenditures for the year by the amount of tax credits 
that vere taken in that year for R and D expenditures. (The tax laws allow a 
pnanaaceutlcal coapany to take a credit against its taxes in an amount equal to a 
portion of the company's increase in its R and D expenditures*) 

*** Because not all companies reported fully, expenditures for Marketing and 

Detailing are slightly understated* Expenditures for 1982 are based on reports 
from 22 companies* Expenditures for 1983-86 are based on reports from 23 
companies* 
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RESULTS OF SURVEY BY SUBCOMMITTEE ON HEALTH AND THE ENVIRONMENT: 
REVENUE INCREASES FROM PRICE CHANGES VERSUS ft k D INCREASES 



Explanation s This diart groups companies according to the percentage 
by which their increases in revenues due to price changes exceed their 
increases in R and D expenditures. The grouping is provided for each 
of five years and for the average of the five years. One of the 24 
responding companies did not provide sufficient data for 1982. ^at 
corpany's average is based on four years of data. 



Percentage Number of Companies Number of Companies with 
Category* with five year annual percentage in category 

average percent in 

ca tegory 



<100% 

101%-2C0% 

201%-400% 

401%-600% 

601%-1000% 

>1000% 



2 
3 
9 
2 
5 
2 



2 
8 
7 
4 

1 
2 



IBSA 
A 
7 
8 
3 
0 
2 



4 5 



3 

10 
3 
2 
2 



* The "percentage category" is calculated by dividing the increase in 
revenues due to price chemges by the increase in R and D expenditures. 
If the increase in revenues is greater than the increase in R and Df 
the percent will be 301% or larger. If the increase in revenues is 
less than the increase in R and d, the percent wi'*l be less than 100%. 
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RESULTS OF SURVEY BY THE SUBCOMMITTEE ON HEALTH WJD THE ENVIRONMENT: 
R t D EXPENDITURES VERSUS MARKETING AND DETAILING EXPENDITURES* 

198' 1983 1984 1985 1986 Total 

(in millions) 

Total Re\'en'je8 from 

preicription drugs 9,981.5 11,497.5 12,118.4 14,078.4 15,963.5 63,639,3 

Total RtD expenditures** 1,846.3 2,130.1 2,472,2 2,816,6 3,213,4 12,478,5 
Total marketlnq and 

detailing expenditures 2,066,4 2,3*1,1 2,546.7 :i,796,9 3,104.4 12,855.5 

R&D expenditures as 

% of sales 18.5% 18.5% 20.4% 20.0% 20.1% 19.6% 



Marketing and detailing 
expenditures as % of 

20.7% 20.4% 21.0% 19.9% 19.4% 20.2% 



This chart is based on reports from 23 companies. 

Research and Develooaent (R and D) expenditures for a year are calculated by 
reducing total R and D expenditures for the year by the aaount of tax credits that 
ver« taken in that year for R and D expenditures* (The tax laws allow a 
ptiacvaeeutical conpany to take a credit against its taxes in an amount equal to a 
portion of the conpany's increase in its R and D expenditures.) 
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RESOLTS OF SORVEY BY SnBGONNITTEE ON BEALTH AND THE ENVIRONMENT: 
GEMERIC I»DGS AND MAJOR BRAND NAIC COMPANIES 

eirpiAnaHQn i The survey respondents were asked whether they nake 
generic drugs either In their corporation or in a subsidiary* The 
responses were categorized as follows. 

Category Numter of Companies 



Do not make in company or in subsidiary 
Make in company 
Hake in subsidiary 



12 
8 
5 
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TABLE 1 



CX)MPARISON OF PRICE CBANGBS: CPI 'ERSUS RETAIL PRESCRIPTION DRUGS 



Consinec Price Index Pceecciption Drugs (Retail) 

(% Price chzu-.ge) (% Price change) 



1967 






1968 


4.2 


-1.7 


1969 


5.4 


1.3 


1970 


5«9 


1.6 


1971 


4.3 


.1 


1972 


3.3 


-.4 


1973 


6.2 


-.4 


X974 


11.0 


2.4 


1975 


9.1 


€.2 


1976 


5.8 


5.4 


1977 


6.5 


6.0 


1978 


7.7 


7.8 


1979 


11.3 


7.8 


1980 


13.5 


9.2 


1981 


}0.4 


11.4 


1982 


6.1 


11.7 


1983 


3.2 


10.9 


1984 


4.3 


9.6 


1985 


3.6 


9.5 


1986 


1.9 


8.6 



Source: Bureau of Labor Stacistics 
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Comparison of Price Changes: 
CPI versus Retail Prescription Drugs 




G7 68 69 70 71 72 73 74 75 7B 77 78 79 80 81 82 83 84 85 8B 
^ Years 
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lABLiB 5. 

COMPARISON OF PRICE CHANrES: CPI VERSOS PRESCRIPTION DRUGS 
(PRODUCER PRICES) 

Prescription Drugs 
Consiner Price Index (Producer Prices) 

(% Price Change) (% pric^ Change) 



1967 






1968 


4.2 


-1.0 


1969 


5.4 


.5 


1970 


5.9 


-.2 


1971 


4.3 


-.3 


1972 


3.3 


.1 


1973 


6.2 


.8 


1974 


11.0 


4.3 


1975 


9.1 


8.6 


1976 


5.8 


6.3 


1977 


6.5 


4.2 


1978 


7.7 


5.2 


1979 


11.3 


7.0 


1980 


13.5 


8.8 


1981 


10.4 


11.7 


1982 


6.1 


11.1 


1983 


3.2 


10.7 


1984 


4.3 


J. 3 


1985 


3.6 


9.2 


1986 


1.9 


8.7 



Source: Bureau of Labor statistics 
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Con.pariBon of Price Changes: 
CPI versus Prescription Drugs (Producer Prices) 




-2 H — I — I — I — I — I — I — I — ' —I — I — I — I — I — I — I — I — I — I — I — I — I 
B7 BB B9 70 71 72 73 ■/4 75 7B 77 76 79 BO Bl B2 B3 B4 B5 BB 

Years 
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TABLE 



PERCENTM3E PRICE INCREASES FOR TOE IWEMTY TOP-SELLING 
U.S. PRESCRIPTION DRUGS 
(AVERAGE WHOLESALE PRICE) 



Company 



Dr ug* 



1981 19d2 1983 1984 1985 1986 



1. 


StoithKline Beckman 


Dyazide (caps) 


8.2 


10.1 


12.2 


23.5 


12.1 


10.1 


2. 


Johnson & Johnson 


lyienol #3 


0.0 


0.0 


5.4 


4.9 


0.0 


18.6 


3. 


SnithKIine Beckman 


Tagamet (3 00mg) 


6.2 


14.0 


0.0 


12.0 


9.9 


21.0 


4. 


Burroughs Wellcome 


Lanoxin (.2 5mg) 


32.8 


19.9 


25.6 


43.6 


33,7 


50.0 


3. 


Eli Lilly 


Darvocet-N(lOOmg) 


15.0 


15.0 


12.0 


19.9 


9.0 


9.9 


6. 


Burroughs Wellcome 


Lanoxin (.125mg) 


33.0 


20.3 


24.4 


49.3 


40.3 


50.0 


7. 


Id (Stuart 


















Pharmaceuticals) 


Tenormin (50mg) 


0.0 


12.0 


4.0 


9.0 


14.4 


8.2 


8. 


Glaxo 


Zantac (ISOmg) 


NFDA 


NFDA 


A. DA 


7.9 


9.9 


14.8 


9. 


Hoffmann- La Roche 


Valiun (5mg) 


3.5 


10.8 


20.0 


20.0 


9.6 


19.3 


10. 


Ciba-Geigy 


Slow K (600mg) 


0.0 


9.^ 


7.0 


4.9 


5.1 


4.9 


11. 


Hoechst Roussel 


Lasix (40mg) 


0.0 


10.2 


0.0 


0.0 


0.0 


0.0 


12. 


Pfizer 


Procardia (lOrog) 


AFDA 


( .0 


9.0 


9.7 


9.7 


8.0 


13. 


Beecham 


Aaoxil (250mg/Sml) 


0.0 


0.0 


0.0 


O.O 


0.0 


0.0 


14. 


Warner Lambert 


















(Parke Davis) 


Dilantin (lOOmg) 


9.9 


10.0 


10.0 


10.4 


15.1 


8.9 


15. 


Eli Lilly 


Keflex (250mg) 


iO.O 


23.2 


6.0 


9.0 


8.9 


15.5 


16. 


Abbott Laboratories 


E.E.S. (400mg) 


10.0 


12.1 


10.0 


0.0 


12.7 


0.0 


17. 


Pfizer, Inc. 
Ciba-Geigy 


Feldene (20mg) 


NFDA 


AFDA 


0.0 


0.0 


.9.8 


0.0 


18. 


Lopressor (50ing) 


J9. " 


11.9 


10.1 


23.1 


10.0 


19.8 


19. 


Beecham 


Amoxil (250it)g) 


' .0 


0.0 


0.0 


0.0 


O.O 


0.0 


20. 


Upj ohn 


Xanax (O.Smg) 


t 0 


10.1 


18.3 


21.0 


1 1.0 


4.5 



Source: Medi-Span 



* Prices cited are for quantities of 100 per package — generally the most 
widely purchased size. 

NFDA — Not yet approved for sale by FDA 
AFDA — First approved for sale by FDA. 
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PLRCEiaAGE PRICE INCREASES FOR BEST-SELLING PRCMMJCTS OF COMPANIES 
INVITED TO TESTIFY BEFORE THE SUBCOMMITTEE ON HEALTH AND THE 
ENVIRONMENT 



Price Increases 



Company/Produc ts JL2£USl X2fi^ 

1. Abbofct Laboratories — DP* 

Depakene 9.0 19.7 

E.E.S. ' (1.3) 1.9 

Enduran 7.6 13.6 

K-Lor 6.0 8.9 

K-Tab 9.7 11.5 

Tranrene 20.5 22.8 

2. Americart Home Products — DP 

Inderal 20.2 16.0 

Premarin 15.0 23.3 

l8ordil-?J^P** 8.0 14.6 

Synalgos-AWP 21.0 21.0 

LoOvral 9.1 10*2 

Ativan 27.9 20.4 

Ovral 12.2 11.4 

Serax 27.9 27.4 

3 Burroughs Wellcome — AHP 

Actif^d 14.5 9.3 

Cortiftporin 11.1 10.0 

Gnpirin w/Codeine 9.0 6.5 

Lanoxin 40.6 39.5 

Neosporin 17 .5 11.4 

Septra 8.6 11.7 

2ovirax~0ral 0.0 1.4 

Zyloprim 18.2 0*0 

4. £iii^ — DP 

Apresoline 15.0 29*2 

Ludiomil 12.2 12.8 

Ritalin 10.8 9*9 

Ser-Ap-Es 7.4 30.2 

Slow-K 8.0 5.0 

Transderm Nitro 3.7 2.3 

Geig y — AWP 

Brethine 8.1 6.2 

Lopressor 9.5 24.0 

Tegretol 10.1 8.1 
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TABID S 2 (con»t) 



5. Xiiaxflr las. — Awp 

Zantac 12.4 10.8 

Ventolin 10.0 8.9 

6. Six lilUx AJQd £ft* " AWP 

Darvocet-N 19.2 9.6 

Ceclor 9.8 12.4 

Darvon 19.2 9.6 

Insulin I 6.1 7.1 

Hunulin 0.0 0.0 

Keflex 9.8 13.9 

Nalfon 9.8 12.0 

7. Hoffmann-La Msh& " AWP 

Bactrim 9.2 12.6 

Dalmane 15.0 12.8 

Librax 21.1 12.8 

Valium 17.0 12.8 

Accutane 10.0 11.0 

8. SmithKline Beckman — AWP 

Dyazide 13.8 13.7 

Tagamet 12.6 15.3 

9. Sterlln9 Drug — AWP 

Danocri^e 11.4 15.9 

Neggcam 17.7 20.3 

Neo'Synephrine 18.2 23.4 

Plaquenil 19.4 24.1 

Talwin 18.3 18.7 

Demerol 18.8 20.3 

10. Warner-Lambert — DP 

Dilantin 12.6 11.8 

Heclomen 10.0 16.7 

Procan SR 7.2 6.1 

Benadryl 7.4 9.1 

Centrax 15.0 15.0 

Loestrin/Norlestrin 14.2 13.7 

Anusol 9.9 8.2 

Lopid 10.2 9.1 

ERYC 9.2 0.8 



* DP « Direct Price 

** AWP » Average wholesale Price 

Source: Eberstadt Fleming Inc. 
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TOP TWEMTY-PIVE SELLING DRUGS IN TOE U.S. 

(RETAIL AND HOSPITAL SALES)* 



IN 1986 



Drug 



Sales 

(laillions of dollars) 



Company 



1. 


Taganet 


553 


2. 


Zantac 


44 8 


3. 


Naprosyn 


287 


4. 


Dyazide 


282 


5. 


Keflex 


279 


6. 


Ten or sin 


254 


7. 


Hef oxin 


22 5 


8. 


Procardia 


223 


9. 


Pel dene 


215 


10. 


Xanax 


214 


11. 


Cardizen 


210 


12. 


Valiin 


208 


13. 


lyienol 


205 


14. 


Capoten 


194 


15. 


Ceclor 


194 


16. 


Inderal 


181 


17. 


Lopressor 


178 


18. 


Cllnoril 


356 


19. 


Transde riB-Nitr o 


142 


20. 


Aldomet 


133 


21. 


Prcnarln 


124 


22. 


Vancocln 


116 


23. 


Ativan 


115 


24. 


Hotrin 


115 


25. 


Oarvocet-N 


114 



StaithKline Beckman 

Glaxo 

Syntex 

StaithKline Beckman 

Eli Lilly 

ICI (Stuart) 

Herck 

Pfizer 

Pfizer 

Upjohn 

Marlon Labs, 
BoffiDann-La Roche 
Johnson and Johnso<. 
Squibb 
Eli Lilly 

American Home Products 

Ciba-Geigy 

Herck 

Ciba-Geigy 

Herck 

American Home Products 
Eli Lilly 

American Bone Products 

Upjohn 

Eli Lillv 



* For purposes of this chart, all dosage forms and package sizes of the 
drug are conbined to produce a total sales figure. 

Source: International Harketing Services /-^erica. Limited 
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PROFITS PER DOLLAR OF SALES (CENTS) 
AFTER TAXES 



All Manufacturing Pharmaceutical 
Year Corporations Corporations* 



1967 


5.0 


10.1 


1968 


5.1 


9.7 


1969 


4.8 


9.f 


1970 


4.0 


9.4 


1971 


4.2 


9.5 


1972 


4.3 


10.1 


1973 


4.7 


10.2 


1974 


5.5 


12.2 


1975 


4.6 


11.9 


1976 


5.4 


12.2 


1977 


5.3 


12.1 


1978 


5.4 


12.5 


1979 


5.7 


13.3 


1980 


4.9 


13.2 


1981 


4.8 


11.0 


1982 


3.5 


13.1 


1983 


4.0 


13.4 


1984 


4.6 


13.2 


1985 


3.8 


9.8 


1986 


3.7 


14.5 



* Notes For the purpose of this table, pharmaceutical corporations are 
defined as corporations primarily engaged in manufacturing biological s, 
inorganic and organic medicinal chemicals, pharmaceutical preparations, 
and grading, grinding, and milling of botanicals* 



Sources Quarterly Financial Reports for Manufactuirng, Mining and 
Trade Corporations, Feder2d Trade Commission (through 1981); U.S. 
Department of Commerce, Bureau of the Census (^ince 1982). 
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ANNUAL RATES OF PROFIT ON STOCKHOLDER'S EQUITY (PERCENT) 
AFTER TAXES 





All Manufacturing 


Phanoaceutical 


Year 


Corporate ons 


Corporations* 


1967 


11.7 


18.7 


1968 


12.1 


18.3 


1969 


11.5 


18.4 


1970 


9.3 


17.6 


1971 


9.7 


17.8 


1972 


10.6 


18.6 


1973 


12.8 


18.9 


1974 


14.9 


18.7 


1975 


11.6 


17.7 


1976 


13.9 


18.0 


1977 


14.2 


18.2 


1978 


15.0 


18.8 


1979 


16.4 


19.3 


1980 


14.0 


19.9 


1981 


13.7 


16.8 


1982 


9.3 


19.7 


1983 


10.6 


20.3 


1984 


12.4 


20.2 


1985 


10.2 


15.2 


1986 


9.6 


22.9 



* Note; For the purpose of this table, pharmaceutical corporations 
are defined as corporations primarily engaged in manufacturing 
biologicals, inorganic and organic medicinal chemicals, pharmaceutical 
preparations, and grading, grinding, and milling of botanicals. 



Sources Quarterly Financial Reports for Manufacturing, Mining and 
Trade CorporaUons Federal Trade Commission (through 1981); o.S. 
Department of Commerce, Bureau of the Census (since 1982). 
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PRICES FOR SELECTED TOP-SELLING PRESCRIPTION DRUGS: 
BRAND NAMES VERSOS GENERICS 
(ifholesAle packages o£ 100) 



Dru9 


1984 


1965 


1986 


Aldoftet 250ag tab 


17.95 


19.11 


21 03 


MEinyLDOPA 2 song 








Company A 


9.23 


9.88 


6.70 


Company B 


12.45 


' 13.40 


13.40 


AidorU -25 tab 


24.43 


26.63 


29.83 


HETHyLDOPA/HCTZ 25m9 




13.75 




Company A 


NA 


12.95 


Company B 


NA 


NA 


18.95 


Ativan Ing tab 


24.23 


31.20 


40.99 


IiORAZEPAM Img tab 








Company A 


NA 


13.90 


7./5 


Company B 


NA 


15.70 


15.70 


Catapres O.lmg tab 


18.03 


19.83 


21.61 


CLONIDINE Ba O.lmg tab 








Company A 


NA 


NA 


3.80 


Company B 


NA 


NA 


4.90 


Dalmane 30mg 


21.68 


23.64 


28.21 


PLURAZEPAM 30mg 








Company A 


NA 


15.77 


12.85 


Company B 


NA 


NA 


17.50 


Darvocet N - lOC 


24.88 


27.12 


29.83 


PROPOXYPHENE-N-IOO/APAP 








Company A 


NA 


12.00 


10.50 


Company B 


NA 


17.95 


17.95 


Diablr^se 250i&g 


ft 

34.59 


34.59 


34.59 


CHLORPROPAMIDE 250tt9 








Company A 


2.85 


2.85 


2.85 


Company B 


18.25 


4.10 


4.10 
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lAfiL£ 2Si (con't) 

Inderal 40»9 17.04 1«.51 23.60 

PROPRANOLC^ 40B9 

Company A HA 10.16 4.42 

Co»pany B NA 11.95 11.95 



Indocln 25*9 

INDONETBACIN 25Dg 
CoBpany A 
Coapany B 



ValltM Sag 
DIAZEPAK 5b9 
Company A 
Company B 



29.33 


31.76 


35.38 


10.90 


9.45 


4.95 


17.60 


14.45 


8.50 


22.36 


26.50 


29.24 


NA 


13.75 


12.95 


NA 


NA 


18.95 



GEMBRIC EQUIVALa<TS INDICATED IN CAPITAL LETTERS 

NA - drug not available in generic form through that generic 
manufacturer 

Sourcei Brand name prices provided by Kedl-Span 

Generic prlcea provided by Generic Pharmaceutical Industry 
Association 

lIBs All brand and generic pharmaceutical companies requested that all 
manufacturer price Information that they supplied be treated 
confidentially by the Subcommittee. In accordance with these requests, 
brand drug price data Is from other sources, such as Medl-Span, and 
generic price information is not Identified by company* 
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PRICE OJANGES FOR SELECTED TOP-SELLING PRESCRIPTION DRUGS: 
BRAND NAMES VERSUS GEl^ERICS 



Brand Nane 



Mdomet 250jn9 tab 

Mdoril -25 tab 

Ativan Iwq tab 

Cataprea tab O.lag 

Dalmane SOng 

Darvocet-N-100 
Diabinttt 250»9 



Date 



Price Generic Equivalent 

change 

(%) 



Date 



1-1-85 
1-1-86 
1-1-87 

1-1-85 
1-1-86 
1-1-87 



♦10 
♦11 



♦11 
♦11 



I- 11-85 
6-14-85 ♦ll 

II- 13-86 ♦IS 



1- 28-85 

2- 3-86 
2-9-87 



♦8 
♦9 



3-4-85 

1-6-86 ^9 
10-22-86 ^8 

6-3-85 

6-19-86 ^9 



5- 1-84 

6- 1-86 



♦5 



MethyldopA 250m9 
Methyldopa/HCTZ 25ing 
Lorazepam Img 
aonidine HCL 0.1m9 
Flurazepam 30n9 



Price 

change 

(%) 



4/85-2/87 

2/86-2/87 

12/85-12/86 

5/86-2/87 

12/85-11/86 



Propoxyphene-N-lOO/APAP 8/5-11/86 
Chlorpropa«ide 250»g 10/84-12/86 



-27 

-19 

-52 

-82 

-28 

-19 
-55 



lABIiE 11 (con't) 

Inderal 40Rig 1-2-85 Propranolol 40mg 7/85-1/87 -78 

1-2-86 +6 

10-1-86 +7 

Indocln 25mg 1-1-84 Indomethacin 25mq 4/b4-ll/86 -60 

1-1-85 +8 ^ ^ 

1-1-86 +11 

1-1-87 +il 

Valliw 5mg 3-4-85 Diazepam 5rag 8/85-2/87 -83 

1-6-86 +8 

10-20-86 +8 



Source J REVO) D*S*, INC. 



Thett price changes were recorded for drugs purchased from pharmaceutical 
manufacturers by REVCX) during the periods listed* 
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PRICES GUARGEO TO CONSUMERS WHO ARE AARP MEMBERS 
FOR LEADING BRAND NAME DRUGS AND GENERIC EQUIVALQJTS 

All prices are for a quantity of 10 0 
Prices effective April 17, 1987 



Aldomet 250 mg. Tab. 2 0.95 

METHYLDOPA 250 mg, 9.95 

Aldomet 500 mg. Tab 36.95 

METHYLDOPA 500 mg. 18.95 

Diablnese 250 mg. Tab. 29.70 

CHLORPROPAMIDE 250 mg. 8.50 

Inderal 10 mg. Tab. 11.35 

PROPRANOLOL It) mg. 5. 50 

Indered 20 ng. Tab. 15.40 

PROPRANOLOL 20 mg. 7.95 

Inderal 40 ag. Tab. 19.75 

PROPRANOLOL 40 mg. 9.95 

Inderal 80 mg. Tab, 32.20 

PROPRANOLOL 80 mg. 17.95 

Indocln 25 mg. Cap. 31.95 

INDOMETHACIN 25 mg. 13.95 

Lasix 40 mg. Tab. 11.95 

PUROSEMIDB 40 mg. 5.95 

Motrin 400 ng* Tab. 12.95 

IBUPROPEN 400 mg. 7.95 

Norpace 10 0 mg. Cap. 26.10 

DISOPYRAMIDB 18.95 

Vallum 5 mg. Tab. 26.95 

DIAZEPAM 5 mg. 9.50 



GENERIC EQUIVALQJTS INDICATED IN CAPITAL LETTERS 

Source: American Association of Retired persons P))armacy Service 
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V.Ik. l^wMt •( MtfttuntMttbtt 
Commiruc 9n tntttf «n5 Commiru 

■tfVuiSttii. BC 20515 



Ptbruary "0, 1987 



Ocar t 

As you »ay knov , the Subconraittee on Bealth and the Environn.ent is 
concerned about the rise in the prices charged for prescription drugs 
in the Onited States during the past six yearst He explored various 
aspects of this issue at a hearing on July 15, 1985 and indicated that 
we planned to revisit the issue at a later pointt He have decided to 
hold another hearing this year* it is tentatively scheduled for Aoril 
6, 1987. ^ 

In order to explore the explanations given for these price 
increases by several pharnaceutical conpany witnesses at our July 15 
hearing, wo have decided that it is nectssary to ask 25 of the majot 
pharmaceutical nanuf acturers to respond to a questionr^ire regarding 
their pricing policies* The information derived fron the questionnaire 
Will be Aggregated by the Subcomittee in order to publish a report 
that provides an industry-wide picture of prescription price increases 
and the rationale that has been given for the»t Jht Ss)i>SSiW9ilXtt Vlll 

XS^^DM MdC yiXI SDDMiiitI Mil £tlAtiD3 to iD^iitliJlMl COWMDitS 

The Subcoanittec requests that you answer all questions* He would 
appreciate your response no later than March 13, 1987* He appreciate 
your cooperation* If you have any questions, please feel free to 
contact either Bill Corr or Bob Adler at (202) 226-7620. 

With every good wish, l am. 

Sincerely, 

REKRY A* HAXMAN 
Chairman, Subcoanittee on 
Realtn and the Environraent 

H Aw/ban 
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QUCSTXONNAWE ReCAROZKG PRESCRIPTION DRUG PRiCES 



1* What wert your conpany** total revenues in the Onited States 
from tne sait of prescription drug* for each year 1981-19867 

2* What percent of the revenues referred to in question 1 for 
•ach year 1981-19 86 were d«r'v«d fro« higher prices, as opposed to 
increased unit saxes or th« introduction of new products? 

3* What were your company's total expenditures in the Onited 
States for research and developstent for prescription drugs for each 
year 1981-19867 Of the amount for each year, what did your company 
spend on new chemical entities, i«e., active ingredients never before 
approved by FDA (count only the expenditures for the first approval of 
the new chemical entity)? 

CFor purpo ^^»s of this question, tne term "research and 
development* tXs'^i^es marKeting and detailing expenditures and iDSli)^eS 
basic and applied research as well as development activities carried on 
or supported in the pharmaceutical* biological, chemical, medical and 
related sciences, including psychology and psychiatry, if the purpose 
of such activities is concerned ultimately with the utilization of 
scientific principles in understanding diseases or in improving hcaltn. 
This definition is the same as that used by the Pharmaceutical 
Manufacturers Association in its bDDVSX Suivfiv BePS>it Ot tht V^S^ 

4. What is the dollar amount of the tax credit taken by your 
company for 'research and experimental expenditures' for prescription 
drugs for each year 19 82-19 86? 

S* What were your company's total expenditures in the Onited 
States for marketing and detailing for prescription drugs for each year 
1981-1986? Por purposes of this question, the tera "marketing and 
detailing* excludes research and development and includes all 
activities relating to advertising, sales, promotion, exhibitions, 
conventions, market research and detail work. 

€• For each year during the period 1981-1986 and for each of your 
company's ten top-selling prescription drugs (by dose and package 
size), state the amount and percent by which your company increased tne 
price of the drug over the previous year (for example, for 1981, state 
the percentage Increase by which your company increased tne price of 
the drug over the year 1980). 

7. Provide the price in the United States as of January 1, 1987 
of your company's ten top-selli^^g prescription drugs (i.e., those 
producing the greatest sales revenue) by dose and package size. (For 
purposes of this question, please treat different dosage and package 
sizes of a drug as separate drugs.) For each of these drugs and for 
the same date, provide m dollars the prices of each drug in each of 
the five toreign countries in which you have the greatest sales revenue 
for each druQ. 

8. Does your company own or control any company that makes 
genetic drugs? Provide the name of the company that makes generic 
druqs. Does your company own or control a subsidiary that owns or 
controls a company tnat makes qeneric drugs? Provide the name of the 
subsidiary and the company that it owns or controls that makes generic 
drugs* 
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Mr. Waxman. This report is available today. It indicates the 
findings of the staff through a survey of drug companies that have 
been asked to give us information about their price increases and 
their R&D costs. 

Mr. WHriTAKER. Mr. Chairman, can I inquire on the part of the 
mmonty if we had access to that report and had an opportunity to 
review it? 

Mr. Waxman. I would hope it had been shared by the minority 
staff but this was prepared by the staff of the subcommittee for the 
Chairman. It is a survey we have taken of the various pharmaceu- 
tical companies. 

Mr. Whtitaker. I would like the record to show that the minori- 
ty in fact has not had an opportunity to look at that report. 
Mr. Waxman. The record will so note. 

Tl^ first witnesses I'd like to call forwaid to testify are Mr. Jack 
Guildroy, American Association of Retired Persons, accompanied 
by Judith Brown, Policy Specialist for the AARP and Mr. William 
Hutton, Executive Director of the National CouncU of Senior Citi- 
zens, who will be accompanied by Beiyamin Gordon, Staff Econo- 
mist. 

If you would please come forward and take seats at the table. We 
want to welcome you co our subcommittee hearing this morning. 
Your prepared statements will be made part of the record in full. 
What we would like to ask each of you to do is to summarize that 
testimony in no more than 5 minutes so that we will have a full 
opportunity for questions and answers and to hear all the other 
witnesses. 

Mr. Guildroy, why don't we start with you, 

STATEMENTS OF JACK GUILDROY, MEMBER, NATIONAL LEGIS- 
LATIVE COUNCIL, AMERICAN ASSOCIATION OF RETIRED PER. 
SONS, ACCOMPANIED BY JUDITH BROWN, POUCY SPECIALIST; 
AND WILLIAM R. HUTTON, EXECUTIVE DIRECTOR, NATIONAL 
COUNCIL OF SENIOR CITIZENS, ACCOMPANIED BY BENJAMIN 
GORDON^ STAFF ECONOMIST 

Mr. Guildroy. Thank you, Mr. Chairman. My name is Jack Guil- 
droy. Im a member of the National Legislative Council of the 
American Association of Retired Persons. With me is Judith Brown 
who deals with pharmaceutical issues for AARP. 

AARP is very appreciative of the Committee's invitation to be 
here today. We are a membership organization representing over 
25 million Americans age 50 and older. AARP has always main- 
tamed a keen interest in pharmaceutical issues, since older persons 
consume a disproportionately high amount of prescription drugs. 

We commend you. Chairman Waxman and other members of the 
Committee, for focusing attention today on continued price in- 
creases by the pharmaceutical industry, and uncompetitive prices 
of some large drug manufacturers, who disparage the use of gener- 
ic equivalence to tneir brand name products. 

Ab this Committee's July 1985 hearings on these same issues 
made clear, prices for prescription drugs began to sky rocket in 
1981 and have far out paced other items in the Consumer Price 
Index ever since. It was AARP's hope that congressional scrutiny 
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and media attention might serve to moderate the upward trend in 
prescription drug prices but that trend has continued unabated. 

Drug companies set high prices for new drugs coming on the 
market and increase their prices sharply and frequently because 
they discovered they can. The United States is virtually the last 
country in the world without some form of control over prescrip- 
tion drug prices. Cionsumers who are more often elderly are held 
hostage by whatever pricing structure a pharmaceutical company 
wishes to adopt. 

Price increases in recent years seem to ignore the fact that pre- 
scription drugs are necessary, not discretionary items. 

Patients can't put off buyiiog essential drugs until there is a sale 
at their pharmacy or until they have enough money saved. AARP 
has long urged that compassion be shown in drug pricing, since the 
profits and activities of the multi-billion dollar drug industry are 
supported almost entirely by sick, often elderly people. 

In 1985, expenditures for prescription dru^ were the second 
highest out of pocket costs for older Americans, led only by the cost 
of long term care. In 1986, drug expenditures for the population 
aged 65 and over were projected to be $9 billion. Of that, $7.3 bil- 
lion, 81 percent, was estimated as out of pocket expenses for the 
elderly. 

We have included detailed figures on the increase in out-of- 
pocket spending for older Americana in an attachment to our 
formal statement. We listed many of the individual price increases 
that have contributed to the overall burden of high drug costs and 
some of the rates and frequencies of the increases are alarming. 

For example, Inderal, from 1983 to 1986, 7 increases amoun^mg 
to a rise of 118 percent. Lanoxin, from 1983 to 1986, 5 increases, 
totaling an increase of 168 percent. Lopressor, from 1983 to 1986, 6 
increases, a rise of 79 percent. 

AARP shared the hope of Congress in 1984 that more competi- 
tion would be seen in the pharmaceutical marketplace by removing 
obstruction for generic approval but our worse fears were quickly 
realized. We saw millions of dollars poured into activities to main- 
tain Lrand loyalty and to unfairly disparage generic competition. 

We have been very vocal and visible in respondiu? to this anti- 
generic campaign waged by some brand name manufacturers. Ef- 
forts to persuade health professionals tha^ generics are unsafe and/ 
or ineffective have spawned a new realm of, dare we use the term, 
"innovation," in the drug industry. The deceptive tactics we have 
seen since the passage of the 1984 legislation are too exhaustive to 
list in fidl even in our formal statement. 

We continue to fight anti-generic messages on many fronts. From 
a nationally syndicated TV show, Hour Magazine, this January, 
that promised viewers throughout the day that they would learn of 
the dangers of generic drugs," to the director of a State pharma- 
ceutical association telling AARP leaders this February that gener- 
ic drug companies can "mix active ingredients with cement.'' 

AARP beneves the time has arrived for policy makers to serious- 
ly consider alternatives to our present system of financing prescrip- 
tion drug costs, especially for the elderly and alternatives to the 
current pricing structure which amounts to what the market will 
bear for these es' -tial, often live-saving products. 
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We believe that a restructuring of our current system dsserves 
serioua consideration. AARP has been closely studjring the Canadi- 
an system and believes that the savings demonstrated imder the 
compulsory licensing law offers the United States an appropriate 
marketoriented model for moderating the trend in escalating pre- 
scription drag prices. 

Policy makers in the U.S. must b^in to help mal' } access to pre- 
scription drug therapies a priority for the Natio. 's health care 
system. 

Thank you, Mr. Chairman. 

(Testimony resumes on p. 234.] 

[The prepared statement of Mr. Guildroy follows:] 
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T««ti»ony 



of the 



Aaerican Association of Retired persons 



The American Association of Retired Persons (AARP) appreciates 
the Coaaittee's invitation to b« here today* AARP is a 
■enbership organization representing 25 million Americans age 50 
and older* AARP hae always maintained a keea interest in 
pharmaceutical issues since older persons consume a 
disproportionately high amount of prescription drugs* Although 
those age 65 and older conetitute 12% of the population, they 
consume 30% of the nation's prescription drugs* AARP's interest 
in the drug ^rtna is on access to safe, effsc«-We and affordable 
drugs* 

We commend you. Chairman Waxman, and other members of the 
Committee for focusing attention today on continued price 
im*reaees by the pharmaceutical industry and uncompetitive 
practicee of •ome large drug manufacturers to disparage the use 
of generic equivalente to their brand name products* 

Our tsstimony today will discussi 

o Pharmacsutical industry pricing practices; 

o Prsscription drug sxpsnditures for oldsr persons; 

o Recent prescription pries increases; 

o Anti-generic drug activities; and, 

o Altsrnetives to our present system* 
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Induttry Pricing Practices 

A4 this Conmlttee's July 1985 hearings on these same issues made 
clear, prices for prescription drugs began to skyrocket in 1981 
and have far outpaced other Items In the Consumer Price Index 
(CPI) ever '^nce* Between the period of January 1981 to June 
1985, prices for prescription drugs rose 56%, compared to the 
rise in the overall CP! of 23%. It was AARP^s hope that 
Congressional scrutiny and media attention might serve to 
moderate the upward trend In prescription drug prices, but that 
trend has continued unabated* 

In 1986, prescription prices were again the highest of all 
medical care components. Increasing at a rate of 8*6% last year, 
compared to the o/erall rise In the CPI of i,9%« [1) 

Drug companies set high prices for new drugs coming on the market 
and Increase their prices sharply and frequently because they 
discovered they can. Th^ Onlted States le virtually the last 
country in the world without some fct^ of control over 
preset iption drug prices* Prescription **jug consumers, who are 
more often elderly, are held hoeta<te by whatever pricing 
etructurs a pharmaceutical company wlehee to adopt* Price 
incrsaeee in recent years seem to Ignore the fact that 
^reecrlptlon druge are necessary, not discretionary items* 
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Patients cannot put off buying essential drugs until there Is & 
sale at their pharmacy or until they have more money saved* AARP 
has long urged that compassion be shown in drug pricing, since 
the profits and activities of the multi-billion dollar drug 
industry are supported almost entirely by sick, often elderly 
people* 

There are fe«, if any, free market forces operating in the 
prescription drug industry* The decisions as to which product 
will be prescribed and, in most states, if a generic equivalent 
drug may be substituted rests with the doctor* Although the term 
"consumer* is frequently used to describe those who take 
prescription drugs, the consumer in the pharmaceutical 
marketplace has little decision-making power* They just get to 
pay the bills* The bills, especially for older Americans, are 
steep* In 1985, the nation's total expenditures for prescription 
drugs and medical sundries were $28*5 billion* Of that sum, 
$21*7 billion (77%) was paid directly by consumers* [2] In 1985, 
expenditures for prescriptio-^ drugs were the second highest 
out-of-pocket cost for older Americans, led only by the cost of 
long term care* 

Expenditures by Older Americans 

Data about prescription drug costs for specific populations is 
difficult to obtain* A study commissioned by AARP projected 1986 
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drug expenditures tor the population age 65 and over to be $9 
billion. Of that, $7*3 billion (81«) was estimated as 
out-of-pocRet expenses for the elderly* [3] 

Two AARP national surveys conducted in 1985 [4) and 1986 [51 
sought to dssess the impact of increasing drug prices on older 
Americans* Of those aged 65 and older who were talcing any 
prescription drugs regularly, over half (55%) said they received 
no assistance in paying for those drugs from insurance or other 
health coverage. In just one year for this group, there appeared 
a 42% increase in the percentage of persons who paid the most 
money out-of-pocket (over $480 per year), we have included more 
detailed figures on out-of-pocket spending as an attachment to 
this testimony. 

In both 1985 and 1986, even of those older persons who received 
assistance in paying their prescription drug bills, 71% still had 
to pay some money out-of-pocket. 

The cost of drugs also emerged as a major factor in patients* 
decisions not to fill a prescription ordered by their doctor. In 
1982, AARP asked survey respondents who had declined to gee a 
prescription filled for their -easonsi cost was thf fourth 
reason given. [6) when asked again in 1986, cost was given as 
the second most Important reason. Clearly, cost has gained in 
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prominence as a reason for non-compliance with prescribed drug 
regimens* 

Recent Price Increases 

Some of the price Increases that have contributed to the overall 
burden o2 high drug costs are listed by Individual drug products 
as an attachment. The manufacturers* price Increases were 
complied by the AARP Pharmacy Service for some of their top 
selling drugs* some of the rates and frequencies or the 
Increases are alarming: 



Product 

(Manufacturer) 


Number of Price Increases 


Total % 
Increase 


Inderal 40 «ig 

(Ayerst) 


7 


Increases 


from 1/83 


- 10/86 


118% 


Lanoxin •12S mg 

(Burroughs-llel Icome 


5 


Increases 


from 9/33 


- 3/86 


168% 


Lopressor SO mg 
(Gelgy) 


6 


Increases 


from 3/83 


- 7/86 


79% 


Oy aside (cap) 
(SKP) 


5 


Increases 


from 6/83 


- 3/86 


70% 


Tenormin 50 mg 
(Stuart) 


7 


Increases 


from 6/82 


- 9/86 


57% 



have seen no moderation In price Increases when the patent for 
a brand product expires and the product Is subject to grneric 
competition. Contrary to accepted market theory, brand name 
prices continue going up when met tilth competition. In a rush to 
offset decreased market share, many companies rali-e prices 
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significantly in th« tin* p«riod before the orAiU product goes 
off patent* In this nay/ consuaers get burned twice: they must 
pay whatever price demanded while the manufacturer has a 
■onopoly, then they aLSt pay an artificially inflated price for 
the coninc generic product, since generics are usually priced ^s 
a percentage of th# brand nane* 

Anti-Ceneric Caapaiyn 

AARP shared the hope of Congress in 1984, with the passage of the 
Drug Price Coi^tition and Patent Tern Restoration Act, that more 
competition would be seen in the pharmaceutical marketplace by 
removing obstructions for generic approvals. He hoped that 
enactment of t>e legislation would exert downward pressure on 
prescription drug prices. Our worst fears were realized quicJcly, 
however, when we saw millions of dollars being poured into 
activities to maintain brand loyalty and unfairly disparage 
generic competition. 

AARP has been very vocal and visible in responding to this "anti- 
generic" campaign waged by some brand name manufactures. Efforts 
to persuade health professionals that generics are unsafe and/or 
ineffective have spawned a new realm of "innovation" in the drug 
industry. The deceptive tactics we have seen since the passage 
of the 1984 legislation are too exhaustive to list in full. The 
following list, however, should provide an indication of the 



-6- 




224 



8cop« ot anti-g«n«ric activiti«st 

o Blatant nisreprasentationa made by PHA mambar 

coapanlas to atata laglslatlva conittaas* This is 
of spacial signlflcanca to AARP whan falsa statanants 
ara aada in tha contaxt of discussions surrounding 
statas' adoption of prograas to assist marginally 
poor aldarly in paying thair prascription drug bills, 
as was tha casa in Naw York. 

o Falsa and mislaading advartiaing in professional 

journals which infarrad that ganarics ara, in various 
unsubstantiated way;i, infarlor to brands* 

o Covart funding of supposedly "independent" 

practitioner? and academicians to go on the speaking 
circuit to cast false aspersions on the safety and 
quality of generic druyit. 

o A series of unsubstantiated anti-ganaric articles in 
a tabloid. Medical Tribune, that is sent free to 
150,000 doctors* Tha publication is supported 
entirely by brand name industry funds and, indeed, 
its publisher owns ona of tha major advertising firms 
that represents brand name companies. 
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Th« PDA was successful In stopping sons of the antl-gtntrlc 
actlvltlss, such as misleading advertising and misrepresentations 
maa. to some state forawlary conittees* We comnend the PDA, and 
in particular, the Division of Drug Standards under the 
leadership of Dr. Peter Rheinstein, for vigilance in their 
attenpts to counter the anti-generic campaign. This office also 
produced a valuable document, "Myths vs. Pacta About Generic 
Drugs," which was intended to inform health professionals that 
they were the objects of a misinformation campaign and to set the 
record straight. Unfortunately, PDA was unsuccessful in placing 
the article in any journal for health rofessionals since editors 
were reluctant to anger a major source of revenue; brand-name 
advertisers. It was for this reason that AARP paid for placement 
of PDA's "Myths vs. Pacts" article in the New England Journal of 
Medicine last October. So far, hundreds of doctors have written 
in to AARP to request thousands of reprints of the article. It 
is apparent to us that doctors welcome such information from an 
unbiased, authorative source such as the PDA. We have Included 
the article as an attachment to this testimony* 

We had hoped that the conference on bioequi valence held by the 
PDA last fall and widely attended by all facets of the 
pharmacf ical area would put the anti-generic can^aign to rest. 
It was an opportunity for anyone to come forward with any 
scientific data to show that there were problems in the PDA 
approval process for generics or that there were problems in 
actual clinical practice using generic drugs. Not one shred of 
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•vidonce energcd to show that any probltms «xlst with th« gentrlc 
drugs that PDA has approved as biosquivalant to their brand name 
counterparts. 

Despite the PDA bioequivalence conference, we are still fighting 
anti'-generic messages on many fronts. Prora a nationally 
syndicated TV show. Hour Magazine, this January that promised 
viewers throughout the day that they would learn of the " dangers 
of generic drugs," to the director of a state pharmaceutical 
association telling AARP leaders this February that generic drug 
companies can "mix active ingredients with cement." 

These methods have been predictably successful in influencing 
public opinion about generic drugs* In AARP's 1935 and 1986 
national surveys, we asked if respondents believed the government 
has the sane standards for safety, »f fectiveness and quality for 
both generic and name brand drugs* In just one year, about 10% 
of respondents shifted froa agreeing that government standards 
are the sane into the "Don't Know" category* This translates 
Into a 50% increase in the percentage of persons who are now 
confused and, indeed, "don't know*" 

Alternatives to Our Present System 

AARP believes that the time has arrived for policymakers to 
seriously consider alternatives to our present system of 
financing prescription drug costs, especially for the #lderly, 
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•nd alttrnatives to th« current pricing structure which amounts 
to "t the market will bear" for these essential, often 
life*saving, products. 

The current discussions involving catastrophic health insurance 
coverage provide a franework for expansion of Medicare to include 
a prescription drug benefit* Such a benefit would add 
significantly to the value of a "catastrophic" package by 
addressing directly one of the major sources of high 
out-of-pocket costs for the Medicare population. A Medicare 
prescription drug benefit should be phased in snd should be built 
around a sound administration structure and incorporate cost 
containment mechanisms. 

A government system of cost cont-inment for pharmaceuticals 
was in place as the MAC (Maximum Allowable Cost) program. \s 
you know, this program which set limits on the amount the 
government would reimburse for prescription drugs under Medicaid, 
is essentially dead. Several proposals are being considered to 
replace or revitaliie the MAC program although deliberations have 
been slow regarding which of the proposals are the most feasible. 
AARP hopes that legislative interest will serve to speed up and 
influence the deliberations so that the most effective cost 
containment system is put into place quickly. 

Clearly, generic utiliiation and overall cost containment 
measures are essential to any federal or state government program 
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seeking to provide prescription drug benefits. 

in the general pharmaceutical marketplace, however, AAHP believes 
that a restructuring of our current system deserves serious 
consideration. We are pleased that the Co«ittee ha, invited 
Dr. Hai-ry Eastman from Canada to discuss the Canadian system of 
compulsory licensing for pharmaceuticals. The compulsory 
licen.ing system, enacted in 1969, introduced price competition 
into the Canadian pharmaceutical industry. At that time, Canada 
w«s experiencing among the highest prices in the world. Now, the 
U.S. rither st««l, alone. The lower prices acheived by competition 
enabled C««d... Province, to extend free prescription drug benefits 
to social welfare recipients and senior citizens. 

AAHP ha, been clo-eiy studying the Canadian system and believes 
that the savings demonstrated under the compulsory licensing law 
offers the United state, an appropriate m«rket-oriented model for 
moderating the trend in escalating prescription drug prices. 
Policymakers in the U.S. must begin to help make «cess to 
prescription drug therapies a priority for the nations 's health 
care system. 
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Attac' nt 

MONTHLY OUT OF POCKET EXPENDITURES FOR PRESCRIPTION DRUGS 
FOR PERSONS 65+ WHO TAKE AT LEAST ONE DRUG REGULARLY 

pati from Two National Surveys Commissioned by the 
American Association of Retired Persons 

FIGURE 1 
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Retired PenoDs Services, Inc 



JOHN fl McHUGH 



TIM following list <fisplays (MrcMttagt price Idctmsm of our top 
tolling drugs bctod on cmpoHng tho torgost sisot " 'tllablo at tho 
tiM of tlM prko InerwM. (Htnuficturor prico Incr^jsoi) . 



ALOOMET 2S0«9. 
(MSD) 



DIABINESE 250«g. 
(Pfizor) 



S/n 12% 

1/U 

1/M J.."" 

1/IS «.s% 

1/M 10% 

OMMtlattvo lncrMM..5l.2% 

9/12 9.7% 

l/U «.3% 

S/M 10% 

I/IS 10% 

i/M S% 

C4HMilatlv« incrMM...U.2% 



DIPYRIDAMOLE 25iog. 
(Conoric) 



DIPYRIDAMOLE SOflig. 
(Conoric) 



NONE* 



DYAZiDE 
(SKF) 



C/t3 12% 

1/M 12.1% 

ll/M 10% 

7/M 12% 

3/M 10% 

Cuwutativo lncroooo.-.70.2% 



Svvvig M«n««rt o( th« Amtncon Anooatior Q( ntbrad Porim 
Indapondanco • PurpoM • Oi^ ^ 
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FELOENE 20«9. 
(PfiMr) 



8/83 121 

10/84 121 

8/85 121 

CuiMilatlv« incrMM«««40 SI 



FUROSEMIDE 



NONE* 



HYDROCHLOROTHIAZIDE 
(Cmric) 



NONE* 



IBUPROFEN 48iNiiig. 
(Boots) 



1/84 8.2% 

5/84 

7/84 29 A% 

Cuimtl«tlv« lr«crMM.««4S«2% 



INDERAL 
(Ayortt) 



1/83 9.9% to 12.5% 

9/83 15% 

3/84 |K9% 

1/85 14.5% 

8/85 10% 

1/88 12% 

10/88 8% 

CuMulatlv* lncrMM«.«ll7«6% 



ISOSORRIDE tOog. 
(Gmrlc) 



NONE* 



SOXiN 0.25«g. 



9/83 24.9% 

2/84 30% 

10/84 15% 

4/85 20% 

3/88 25% 

Cuimtl«tlv« lncrMM«««l80«i% 
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LANOXIN O.I25*g. 
(BW) 



»/M 24.9I 

2/M 29.7% 

lO/M 15% 

«/M 20% 

3/M 20% 

CuMilativ* incrMM...IM.3% 



LOPRESSOR SOmg. 
(Ccigy) 



3/13 9.9% 

2/M 10% 

lO/M 12% 

5/15 10% 

2/M 10% 

7/M 9% 

Cunulativ* incrMM...7S.6% 



LOPRESSOR lOOmg. 
(C«igy) 



3/M 9.9% 

2/M 10% 

lO/M 12% 

5/85 10% 

2/M S% 

7/M «.5% 

Cuaulativ* incrMM...6S,l% 



NAPROSYN 375mg. 
(Syntax) 



2/M 7% 

lO/M «% 

2/M 3.9% 

'l/M 5% 

7/M. 5% 

«/M 6% 

Cunulativ* incrMM...35.l% 



NORCESIC FORTE 
(Rilwr) 



»/M 5% 

3/M 10% 

9/M 5.1% 

3/M 10% 

»/M 5% 

3/M 12% 

»/♦« 15% 

Cuanilativ* incrwM...IO.(% 
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PROC/RDIA.IOmg. 
(Pflztr; 



I/I3 n 

2/M 9.7% 

I/IS 9.8% 

«/8€ 8% 

CuiMihitiv« incrMM...4l.8% 



QUINIDINE 3gr. 
(GMMiic) 



NONE* 



SLOW-K 
(Ciba) 



7/83 9.1% 

»/M S% 

1/85 S% 

1/88 S% 

Cuniuittiv« incrMM...26.3% 



TAGAMET 300mg. 
(SKF) 



3/82 N/A 

10/82 9.8% 

7/84 17.3% 

4/8S 10% 

2/88 iO% 

Cuinutativ* incrMM...SS.9% 



TENORMIN SOmg. 
(Stuart) 



6/82 12% 

1/83 4% 

1/84 9% 

l/tS 9% 

•/•5 S% 

4/88 4% 

S/88 4% 

CuHHitetsva incrMM...S7.2% 



•Thart hav« bmn no p^U» incrwsM of thoto gmoHcs for tho ptst 
2-3 ymr%. In fict, thoro hav« btMi docrMMS in soim. 
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STATEMENT OF WILLIAM R HUTTON 

Mr. HuTTON. Thank you, Mr. Chairman. As you reported earlier, 
thank you for the privilege of putting our entire testimony inco the 
record. I would like to deal for the next few minutes with some 
broader opinions. 

I am Bill Hutton, executive director of the National Council of 
Senior Citizens, which is a federation of over 4,800 senior citizen 
clubs with over 4.5 million members. I have been testifying before 
commits of the Congress, both Houses, for many years, and 
mostly on the problems of the elderly and particularly about their 
concerns with r^ard to health. 

Sitting next to me is Ben Gordon, our stafT economist, who for 
many years was the staff economist of the Senate Small Business 
Committee. Actually he was on there for 25 years. He worked on 
problems of monopoly, government patent policy, government pro- 
curement, and was associated with the massive 10-year drug inves- 
tigation conducted by that Committee's Monopoly Subcommittee. 

We are Gubmitting for the record a statement concerning the 
drug industry's research and development activities, ae costs of 
which ine industry advances as a justification for the unconscion* 
able 'ligh prices of drugs. 

The high cost of drugs has a particularly devastating effect on 
the elderly, who make up 11 percent of the i)opulation, but account 
for 30 percent of expenditures for prescription drugs. In addition, 
for 75 percent of the elderly, the cost of prescription drugs repre- 
sents their largest outof-pocket expenses. In many cases, a painful 
choice has to be made among medidno, food, rent, electricity and 
other necessities. 

Since the use of medical care by the elderly is much greater than 
that of the non-elderly, the elderly are much more adversely affect- 
ed by h^h drug costs than other elements in our population. The 
cost of <uiig8, vital to olde ' Americans for treating such chronic 
conditions as heart disease, high blood pressure, and arthritis have 
risen more than twice the rate of inflation. Between January 1981 
and June 1985, the Consumer Price Index rose 23 percent, while 
prescription drug prices rose by 56 percent. 

The mcgority of our seniors pay $200 to $400 annually for pre- 
scription drugs, but some pav that much per month. Ttie elderly 
with incom-^ of $12,000 to $15,000 pay 6 times as much outof- 
pocket for J escription drugs than any other age group. 

Medicaid provides coverage for outpatient prescription drugs for 
the very poor of our population. About 11 percent of our elderly 
are in this group, but many millions of the elderly have incomes 
above Medicaid eligibility levels and just above the poverty level. 
These are the people who are left financially strapped by drug 
costs. 

We appreciate, Mr. Chairman, your sponsorship of l^islation for 
an amendment for an expanded Medicaid prescription <&ug benefit; 
however, as important as this is, it will still not address the prob- 
lems of the estimated 8 million older people considered to be eco- 
nomicallv vulnerable. 

To address their problems, the only solution is to expand Medi- 
care to cover outpatient prescription drugs. Drug coverage imder 
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Medicare would be of great assistance not only to the elderly, the 
disabled, and the poor, but would also help in other importa*?t 
ways every person who uses prescription drugs. 

As stated in our submission to the subconunittee, we bei^'eve that 
drug coverage under Medicare with the formulary Jist of meuically 
necessary drugs and utilization review would be very helpful in re- 
ducing <frug costs, improvmg prescribing patterns, and improving 
the quality of research and development for the following reasons: 

(a) A formulary of drugs, which are considered by medical ex- 
perts to be medically necessary and superior in the treatment of 
specific medical conditions, would serve as an educational device. 
I^cticing physicians have no way of comparing the relative safety 
and efficacy of drugs. They are continually assaulted by drug com- 
pany advertising and promotion. A formulary could be of great 
value to physiciajis in adding to their knowledge of the safety and 
efficacy of drugs. 

(b) Drug companies, if they wrdh to get their drugs on the formu- 
lary, would channel their R&D into those kinds of drugs that have 
a reasonable chance of getting on the formulary. This would tend 
to reduce the cost of R&D allocated for the development of duplica- 
tive, unnecessary, and second-rate drugs. 

(c) The cost of drugs to the elderly would decline, and costs under 
Medicare could be controlled through competitive bidding. 

Drugs, if used properlj, can be very cost-effective. The president 
of the PMA gave an example to this subcommittee of beta-blocking 
agents, the use of which— these better agents— I believe have 
helped society annually about $2.5 to $4.4 billion. An unpublished 
study by the School of Pharmacy of the University jf South Caroli- 
na found that under a program of drug coverage for the elderly. 
Medicare payments to New Jersey residents were, on the average, 
$283 less than were payments to residents of 22 counties in Eastern 
Pennsylvania where no such program existed. 

Mr. Chairman, this concludes our oral statement. We'd be very 
happy to respond to any questions you may have. 

(Testimony resumes on p. 252.] 

[The prepared statement of William Hutton follows:] 
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Testimony Before the 



Onited States Bouse of Representatives 
Sobcoanittes on Health and the Environment 



by 



William R. Htttton, Executive Director 
Hetional Council of Senior Citizens 
925 15th Street, N.W. 
Washington, D,C. 20005 

April 21, 1987 



There is no end to the ingenuity of the drug conpemies in 
exploiting the Americwi peo^^le* As we have shown when we 
appeared before this Subcommittee on July 15, 1985, with 
specific and concrete examples, the iaternational drug companies 
are discriminating against the American people by charging 
higher prices for drugs in the onited States than they charge 
for the same drug m^nufacuured by the same firm, in the same 
plant, and sold under the same brand name in foreign countries. 

When pressed to justify these differences in prices, the 
president of the Sobering Company, a major drug firm, told the 
Honopoly Subcommittee of the Senate Small Business Coonittee: 
•But the living standards and purchasing power of people abroad 
differ greatly from those in our country. "i^ 

In other words, they charge what the traffic will bear. 
These discriminatory practices have been going on for many 
years . 

But this is not all. 
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Tax iMPOfd on Ihibllc to Finance RtD Programs 

In addition to thase outrageous practices » the drug 
cOBp«nies are fleecing the public by continually and ruthlessly 
raising prices of widely-used drugs, particularly those used by 
the elderly* The increases are huge and unconscionable and 
caanot be justified on any econoMic basis* Included are drugs 
for chronic diseases, such as antihypertensives, anti*inflasi- 
Mtories, heart and ulcer drugs. We cannot understand why a 
drug like Rufen, an anti-infla««atory marketed in the U*S. by 
Boota (a British company) should increase its price by 45 
percent in a six-month period — from January to July, 1984* 

Why was the price of Inderal (propranolol) ra.lsed by 117*6 
percent from January, 199Z to October, 1986? This drug was 
iaveated by the Imperial Chemical Industries of Great Britain 
and licensed to Ayerst laboratories, a division of American Hone 
Products * 

What is ■urroughs-Wellcomr's justification for raising the 
price of Lanoxin 0*25 mg* (a heart drug) by 180*1 percent in 
less than a three-year period? 

The drug companies claim that the cost of research has been 
foing up* But ttim research for these and other drugs was done 
■any years ago* The answer, acknowledged by the industry 
witnesses before your SubcoMittee, is that the American people 
are paying twice for research and development: once for the 
research and development embodied in the products they buy, and 
a second time by paying for research and development for drugs 
which they may never use* In other words, the drug industry is 
levying a tax on the American public to pay for its research 
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program in advance. This tax cannot be inposed in most 
industrialised countries because drug prices are controlled 
directly or indirectly. The United States and South Africa are 
the only industrialized countries in the world which have no 
aechanisa to protect the public against high drug prices. 
Coabined with the fact that the products of this industry i. 
insensitive to price changes, the drug conpanies are in a 
position to force the Aaerican public to finance their research 
and developaent progress. In essence, the risks of failure are 
borne by the public, not the stockholders. In a private enter- 
prise system, the justification of profits is risks; if there is 
no risk, there should be no profits. This industry enjoys very 
high profits without risk, a violation of the tenets of a 
private enterprise system, what we see here is the socialization 
of risk and the privatization of profits. This 5.s an example of 

h^ing your cake, eating it and seeing it cfrow all at the 

same time. 



Quantity of Research and Development (RfcD) 

Testimony by industry witnesses before this Subcommittee in 
July, 1985, estimated that, on the average, it cost 91, 94 and 
100 million dollars to bring a drug to market. The industry 

does not tell us what those figures mean. Arthur D. Little, 

2/ 

Inc., in a 1983 study,- estimated that the cost of bringing 
a. new molecular entity to market was about $11 million at a time 
when the industry was using a figure of $70 million. We suggest 
that the figures the industry uses are fictional, without any 
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basis in fact end probably conceal much of what is really 
advertising* 

According to testimony by two medical directors of two 
large drug firms, in the early '608, before the Senate Judiciary 
Committee,- most of what the industry calls research is not 
research at all, but product development. in fact, one of the 
scientists reconmended that the drug companies be required "to 
clearly identify expenditures for research as those which are 
devoted to basic studies," adding that "this should markedly 
decrease the justification for some of the very high 
prices."-^ k'* also deplored the waste of talent of well- 
train" d and capable scientists employed by the drug companies. 
He claimed that the talents of many of these fine scientists are 
being used on patent bypassing, chemical manipulations and on 
inconsequential change to existing, established drugs. 

We believe that the suggestion of the former medical 
director is even more relevant today. Since the drug companies 
are justifying their huge price increases by expenditures on 
what they claim as "RfcD," and since they are taxing us to 
finance their research program in advance, then the public ought 
to know how the money is being spent. We, therefore, urge that 
complete and detailed information be secured from the industry 
on exactly what the money is being spant on. 

SCRIP (issue of September 9, 1985, p. 19), the well-known 
British Pharmaceutical Journal, states that: "But the earnest- 
ness with which companies go about their R&O and the rigorous- 
ness of the discipline applied is in need of examination." 
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Poor Quality of Research 

We do know that money Is being wasted. According to the 
Food and Drug Administration (FDA) the vast majority of drugs 
coming on the market during the nlne-year period 1974-1982 make 
very little or no contribution to improving medical practice and 
the health of the public. If we consider only the new molecular 
entitles (NMB) , we find that only 26 of 185 drugs in this 
category (14.1 percent) offer important therapeutic gain over 
existing drugs .-^^ 

No improvement can be expected in the immediate future 
because, of the 922 new molecular entity drugs in the clinical 
testing process as of October 1982, only 23 (2.5 percent) are 
judged by FDA scientists to have the potential for important 
therapeutic galn.'^^ 

The records of the FDA, therefore, show the results of the 
"R&D" performed by the drug companies and it is not encouraging. 
Money and talent are being used to provide a superfluity of 
duplicative, unnecessary and inferior drugs. 

The testimony bts^rore this Subcommittee of Mr. George De 
Mott, Vic> President of American Home Products, is a good case 
in point. Be stated that, "While the major portion of our 
initial research cost is in intangibles, the total Investment is 
not without its tangible aspects. For example, in the last five 
years, we have built a $22 million research facility in 
Pennsylvania; a $45 million research and development center in 
New Jersey; and expanded, at a cost of $33 million, our research 
and development facilities in New York, to name only those in 
the United States. 
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•We now have over 2,400 scientists and technicians involved 
in research and development, cottpared to 1,500 only five years 
ago. In fact, our total research expenditures have increased by 
116 percent in the same period*-^ Yet, despite the large 
expendituree for R&D claimed by American Home Products, PDA 
records show that the quality of the RtD is dismal* During the 
eleven-year period 1975-1985, • this conq>any marketed only one 
new molecular entity which offered a significant therapeutic 
gain. This is generally the kind of research for which the 
pubic is involuntarily being forced to support through nigh 
prices. Incidentally, the widely used and important heart drug 
propranolol (Inderal), which American Home Products, inc., 
markets in the U.S., was invented and developed in the United 
Kingdom by the Imperial Chemical industries (ICI) and was 
approved for marketing in the U.S. in 1967. 

Proliferation of Second-Rate Drugs Endangers Public 

The overwhelming concentration of RtD on drugs which 

produce little or no therapeutic gain not only is a waste of 

scarce economic resources, but it also presents ethical 

problems! the use of human sub-fects in testing drugs which are 

known in advance to be unnecessary and duplicative. These types 

of drugs # which constitute the vast majority, put human test 

subjects at risk without offering any benefits to the Individual 

himself or to society, a violation of medical ethics. 

As far back as 1961, the renowned pharmacologist Dr. Walter 

ModeXl wamedi •! take the stand that, as a general principle, 

(•Hsw molecular entities (NMB) approved prior to 1975 were not 
assigned therapeutic classification.) 
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•verything that adds to the difficulty in dealing with and 
understanding drugs also makes drugs more dangerous. Thus, the 
excessive number of needless drugs constitutes a present 
danger. We can make the useful drugs both less dangerous and 
more effic; vnt by weeding out the useless, the ineffective and 
the duplicates, and by so doing, make it possible for the 
physician to learn in depth about the potent drugs he will 
prescribe for his patients* Ke must add only those new drugs 
that really add something more than their mere presence* .Yet, 
oar present trend of increasing the number of drugs without 
adding real therapeutic qualities tends to dilutt experience to 
a low end sometimes hazardous level, and makes substantial and 
unbiased knowledge through f^x'^hing and reading even more 
difficult to acquire*" (Druo dustry Antitrust Act Part I, p* 
320*) 

Most "RtD* is Product Development 

In testimony before the Antitrust and Monopoly subcommittee 
of the Senate Judiciary Cramnittee in the early '60s, a former 
medical director of e large drug company stated that some wonder- 
ful things have been done by some drug companies, but that many 
of their activities that are called research by the 
pharmaceutical industry have no relationship to research* A 
medical scientist from the University of '^.s cons in testified 
that, "the principal reason why drug companies devote most c« 
their scientific resources to what he regarded as relatively 
unimportant work is their desire to obtain a patentable 
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derivative of a basic drug which is either not patented or on 
^rtiich the patent is held by others ♦•-^ 

The Subcommittee's final report concluded that: 
•If the drug industry subordinates basic research to minor 
modifications which hold greater assurance of commercial 
success, it is merely following the pattern of American 
industry. The difference, however, ,s that no other industry 
approaches drugs in stressing its research activity as the 
rationale for extraordinary profitmaking. ^ 

Drug Testing for FDA Approval Major part of Development 

The quality of the drug companies* Rj6P can, to a large 
extent, be determined by the quality of its testing drug 
products for FDA approval. Drug testing is by far the largest 
cofliponent of the drug product developnent process.—^ 

FDA is in the best position to judge the quality of this 
large part of R&D. 

Former FDA Commissioners Goddard and Ley publicly expressed 
their consternation with the way drugs are being tested. In a 
speech before the Pharmaceutical Manufacturers Association in 
1966, Dr. Janes Goddard, then Connissioner of the FDA, said: 

"I have been shocked at the materials that come in.... In 
addition to the problem of quality, there is the problem of 
dishonesty in the Investigational New Drug (INO) Stage...." I 
will admit there are gray areas in the IND situation. 

"But, the conscious withholding of unfavorable animal or 
clinical data is not a gray area matter. 
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"The deliberate choice of clinical investigators known to 
be more concerned about industry friendships than in developing 
good data is not a gray area matter. 

"The planting in journals of articles that begin to 
commercialize what is still an Investigational New Drug is not a 
gray area matter. 

"These actions run counter to the law and the ethics 
governing the drug industry." 

Dr. Herbert Ley, who succeeded Dr. Goddard as FDA 
Commissioner, stated two years later that, "we have not yet seen 
the degree of improvement in the -^ality of clinical data from 
drug testing which we mast have." In a speech before the 
Educational Conference of the Food and Drug Law Institute in 
December 1968, Dr. Ley claimed that out of 406 drug-marketing 
applications received by the FDA in 1967, only 59 were approved. 

Re said: 

"More than half suffered from deficiencies, in clinical 
studies and inadequacies in efficacy data and many were so 
low in quality as to be not approvable." 

Dr. Ley amplified his views before the Monopoly 
Subcommittee of the Senate Small Business Committee on May 27, 
19691 

"The major problem in industry submissions to FDA is still 
the poor quality of both the basic data and the summaries. 
The most important single step that industry can take to 

speed up the processing of new crug applications ly FDA 

and to imprnv^ the chance of new drug approval «ould be 

to ensure that the data presented in support of efficacy is 
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true to th« statu to.ry requirement of we 11 -controlled 
studies** 

Or. John ^ennings, Aisistant to ^ ^ FOA Commission for 
Medical Affairs, on September 16, 1970, stated: 

"The primary cause of the much touted delay in FOA decision- 
making i» beyond all question th^ ^zz', quality of the data, 
particularly that of the clinical investigations submitted 
tc us. Although this has improved in recent years, some 
sponsors still do not accept that a few well-conducted 
studies are much more persuasive than a mass of poorly 
documented case studies or even carefully documented random 
clinical reports •* 

The Bouse Subcommittee, Chaired by then-Congressman 
Fountain and now by Congressman Weiss, have discovered that in 
case after case, some firms have been guilty of misrepresenting, 
distorting and even withholding information developed in their 
testing of drugs which mi9iit retard or prevent an approval to 
market. Injury and death have resulted from such actions. Some 
of these companies were prosecuted for criminal violation of the 
law. 

Oomvall, manufactured by Wallace and Tieman, caused many 
deaths and injuries. 

Flexin, a product of McNeill Laboratories, a subsidiary of 
Johnson 9a6 Johnson, is another example of "willfully concealing 
inf^ laMon in the application to FOA and, according to FOA, 
resulted in 50 cases of liver damage, including 11 dea^its. 

?analba, a fixed ratio combination antibiotic marketed by 
Upjohn, no longer on the market, was heavily advertised and 
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b«cam one of th nost frequently prescribed drugs in this 
country used by millions of people* The Upjohn Company had 
studies in its files that showed that this product was an 
irrational combination and that the benefit to risk ratio was 
unfavorable* Yet, this information w^^ never sxibmitted to the 
PDA. The result was that the drug was approved for marketing 
and was widely prescribed by physicians, although there wab;« t a 
single scientific study that this «-Jxig mixture made any 
therapeutic sense* Material supplied by the FDA to the Monopoly 

Subconmittee indicated that thousands of persons who took this 

12/ 

drug suffered Zrscn adverse reactions, including deaths*— =^ 

Other examples of drug development which violated the law 
were Flagyl and Aldr»ctone, lx>th marketed by the G* D. Searle 
Company* As Hew York Magazine stated in its May 16, 1977 

"—Then, when FDA officia^.s conducted an on-site 
investigation at Searle 's Skokie, Illinois research 
laboratories, the situation began to appear so appalling 
that a special task force was assembled to conduct a full 
scale investigation into all Searle research methods* The 
task force looked into the research behind several major 
prescription drugs produced by Searle** 

Searle manufactures drugs to treat a large variety of 
illnesses or conditions* 

The Hew York Magazine article continues: 

"At the heart of FDA's regulatory process is the ability to 
re'y upon the integrity of the basic safety data submitted 
by sponsors of regulated products," observed the Searle 
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tasic force in March 1976. "our investigation c. -^arly 
deaonetirate* that in the G. D. Searl^ Company ve have no 
basis for such reliance now." 

These ..ivestigatorb reported, "We have uncovered serious 
deficiencies in Searle^s operations and practices which undermine 
the basis for reliance on Searle integrity in conducting high- 
quality aniaal research to accurately detemine or characterize 
the topic potential of its products." 

In addition, during the eleven-year period 1975 to 1985, the 
Searle Company did not market a single drug which POA scientists 
consiOteJT'* • significemt contribution to medical care.-^^ 

Other exaaplrs of drugs which were the result of poor 
research and which were foisted on the public are as follows: 

Zli Lilly's oraflex was approved for marketing in April 
1982 as an antiarthritic drug. It caused at least 33 deaths in 
the United Kingdom, but the comrany did not inform the PDA. The 
result was that, after marketing approval in the u.S . , it 
resulted in 49 deaths and 916 nonfatal injuries. It wa». removed 
from the market in August 1984. 

Smith, Kline and Beckman's "Selacryn, an antihypertensive, 
was marketed in early 1980. Important information was withheld 
from the FOA, which resulted in 36 deaths and more than 500 
cases of liver and kidney .lamage. 

Both the Lilly Company and Smith, Kline and Beckman pleaded 
guilty of criminal violation of the law. 

Bli Lilly Company was fined $25,000. its vice president in 
charge of this product and irfio pleaded "no contest" was fined 
$15,000. 

Smith, Kline and Beckman in 1982 was fined $100,000. Three 
executives, t^o were indicted, pleaded "no contest" and were put 
on probation for a year and each one was "fined" 200 hours of 
community service. 

A student who was arrested in a Library of Congross sit-in 
last year was "fined" 300 hours of community service. 
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Samary and Conclusions 

1* Ths cost of K&O which the drug industry gives as a 
reason for the high cost of drugs is fictitious* No detailed 
evidence is given to support the industry's claims* Only by 
securing the companies' records through subpoena can we ascertain 
exactly what kind of research and development is being performed, 
what items are included, and the price paid for each item* 

There is evidence that the claimed R&O costs are vixstly 
exaggerated* 

2* The high cost of drugs includes not only the normal 
cost of briaging the iru^ to the market, but also a tax to 
finance, in advance, the rasearch programs of the drug companies* 
The patient who buys bruid-name drugs in most cases pays twice 
for research and development: once for the drug he is using and 
once for drugs he may never use* The drug consumer is, there- 
fore, taking the risk, not the stockholders who are, therefore, 
not entitled to receive profits, since profits are the reward 
for risk in a private enterprise society* 

3. Basic research, the development of new knowledge, 
constitutes a minor part of R&O* 

4* Product development, most of which is testing to gain 
marketing approval, constitutes the major part of "development." 

5* The poor quality of research is evidenced by the fact 
that the vast majority of drugs coming on the market offer 
''little or no therapeutic gain*" According to medical experts 
and educators these drugs confuse the physicians and make 
intelligent prescribing more difficult* Proliferation of such 
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drugs present a danger to sick people, particularly the el.^4ly 
who use aore drugs than other elements of the population* 

In addition to the low quality of their develo^iment, 
misrepresentation of results has occurred too oftsn, resulting 
in injuries and deaths to our people. 

6* It is ioBoral a«. n violation of epical ethics to put 
hosan beings at risk by using thea to test drugs which are 
duplicative, unnecessary, and add nothing to our ability to 
treat illnesses* People who are used to test such drugs gain no 
benefits and neither does society* 
Recommendations 

One of the nojt important objectives should be to provide 
incentives to engage in high quality research emd development 
and sake it more difficult to market unnecessary, duplicative*, 
and, in most cases, inferior drugs. ir< , therefore, recommend 
consideration for the following measures: 

1. Vary the life of drug patents. For 'example, we might 
consider twenty-year patents (non-renewable) for drugs considered 
as therapeutic breakthroughs. Perhaps ten years for those 
'Offering modest therapeutic contributions, and three to five 
years for those drugs offering little or no therapeutic gain. 

If we assume that the patent system presents an incentive 
for R£D, then this kind of a system may provide an incentive for 
R£D to be directed into the first category. 

2. There is no reason to encourage more R&D. There is no 
evidence that we need more of it. What we need is higher 
quality R&D. 

3. We believe that drug coverage under Medicare with a 
formulary of medically necessary drugs and utilization Dview 
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woald be very helpfal in reducing drug costs » Improving 
prescribing patterns, and improving the quality of research and 
development for the following reasons: 

a. A formulary of drugs vhlch are considered by medical 
educators and scientists to be medically necessary and 
superior would serve as an educational device. 
Practicing physicians have no way of comparing the 



continually CLcranlted by drug ccopany advertising and 
proootlon. The knowledge that particular drugs have 
been chosen ■ oy medical experts as significant 
contributions to medical practice would be of great 
value to physicians. 

b. Drug coaipanleSf If they wish to get their drugs on the 
formulary, will be torced to channel their R&0 Into 
those kinds of drugs which havi: a reasonable chance of 
getting on the formulary. This would also tend to 
reduce the cost of R£0. 

c. The cost cf drugs to the elderly would decline because 
the Government could use competitive bidding on a large 
scale. 

4. To discourage the proliferation of unnecessary, 
duplicative and second-rate drugs, which constitute the vast 
majority of drugs on the market, the U.S. Government should 
encourage counter-advertising by universities. Harvard Medical 
School has such a program which may serve as a model. 

We believe that discouraging the use of such drugs could 
have a beneficial effect on raising the quality of R£0. 



relative safety and efficacy of drugs. 



They are 
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Mr. Waxman. Thank you very much, Mr. Hutton and Mr. Guil- 
droy. I know you have with you Ms. Brown and Mr. Gordon to help 
in answering any of the questions that we might wish to pose. 

You are representing the elderly in this country, and you have 
indicated to us that the elderly are the ones bu3dng most of the 
prescription tnigs, certainly out of proportion to their numbers in 
the population, and they are paying for these drugs out of their 
own pockets because Medicare doesn't pay for it, and they're 
paying more and more each year for higher drug prices. 

What is so unique about the drug industry that makes it differ- 
ent than any other industry? If you have another product and they 
want to raise their prices, the consumers after awhile can stop 
paying those increased prices, and therefore the marketplace will 
cause prices to stabilize in some way, or competition would allow 
the price to be stable, because if you're out of line with your com- 
petition, you're going to lose business. 

Why can the drug companies increase their prices every year 
and get away with it and still maintain the high rate of purchases 
of drugs and the high rate of profits that they receive? 

Mr. Hutton, do you wish to answer this, or Mr. Gordon? 

Mr. HuiTON. I wish I really knew I'll get my economist to give 
his answer. 

I have never been to a hearing of this type, for example, without 
masses of flak from the drug industry. They come here, they don't 
even press one pamphlet on you; they'll give you eight pamphlets. 
That's what they did with me this morning as I came into the 
room. And they've got plenty of money to spend all the time. 

It's amazing to me that they're able to continue that and plead 
poverty. 

Mr. Waxman. Well, let's see if we can get somebody on the panel 
to tell us what's going on economically. 

Ms. Brown, why can the drug companies continue to increase 
prices without some kind of free market pressures keeping those 
prices under some kind of restraint? 

Ms. Brown. We don't really understand it, especially when 
normal market theory would have, when generic competition is in- 
troduced, that the brand name would come down to meet that com- 
petition. But in this coimtry, imlike other countries like Canada, 
the brand product tries to diistance itself, probably to show that it's 
that much better a product, and you get what you pay for in this 
country, and that kmd of idea sells. That coupled with a tremen- 
dous amount of money going into advertising and promotion to in- 
still that brand loyalty and to convince people that they would be 
sacrificing the future cures in this country if the don't pay what- 
ever the company charges. 

There's no rhyme or reason to pricing in this coimtry. We say 
kind of ofihandedly that they charge what they do because they 
can. This is one of the last countries without price controls, and I 
think the PMA states that, you know, Canada, for example, is one 
of the few countries with compulsory licensing. Well, they're one of 
the few countries with compulsory licensing because they're one of 
the only countries without price controls. 
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Mr. Waxman. How much competition is there? Most of the time 
you get competition bringing the price into some kind uf balance. Is 
there competition in the pharmaceutical industry? 

Mr. Gordon, do you want to respond to that? 

Mr. Gordon. Well, first of all, rd like to bring up a couple of sub- 
jects with respect to the subject you mention. I believe there is a 
clear violation of the antitrust laws here with respect first of all to 
the unethical advertising. There seems to be 

Mr. Waxman. Excuse me. Fm going to have to ask you to answer 
my question, because I have a limited amount of time. 

Mr. Gordon. OK. There is very little competition in the drug in- 
dustry, first of all. There is certainly no price competition. 

There is competition in advertising. In fact, I recall a statement 
made by a Hoffmann-La Roche person saying, "We have to raise 
our prices to meet competition." He means that there is advertis- 
ing competition. 

Number two, there is very high concentration in the drug indus- 
try. The relevant market is the therapeutic category, and you will 
notice, using the FTC guidelines, that if the top four companies 
have more than 50 percent of the market, that's considered high 
concentration. So you have high concentration for one thing; you 
have trademark— the use of trademark to maintain a monopoly 
beyond the patent period. 

Mr. Waxman. How about patents? How about the fact that they 
have a patent over a dru^ Does that mean that they have a mo- 
nopoly over the drug for which they have a patent? 

Mr. Gordon. If you have a patent, you have a monopoly over the 
drug: that's correct. 

. Waxman. If you have a monopoly over a product that people 
need, you then decide how much they're going to pay. 

Mr. Gordon. Absolutely. In fact, that's the whole idea of a 
patent. You can decide what they're going to pay. 

Mr Waxman. Now the idea of a patent is to let them have that 
monopoly, so that will give them incentives for research and devel- 
opment, for innovation, and certainly we want innovation in the 
pharmaceutical area, because it will mean breakthroughs for life- 
saving drugs. 

Yet our staff survey indicated that when we looked at the price 
increases for pharmaceuticals and the increases in research ana de- 
velopment we find that we are looking at an overall $4,738 billion 
in the amoimt of revenues for the price changes and R&D in- 
creases of $1.6 billion. This is a difference of almost better than 3- 
to-1. 

Mr. Guildroy, what do you think is happening? Are they putting 
this money into R&D, or are they just taking advantage of the fact 
they have a patent and squeezing the consumers for all that they 
can get? 

Mr. Guildroy. Well, we are very skeptical about the situation. 

Mr. Gordon. I don't think that the committee— certainly we 
never found out, when I was up on the Hill, exactly what they 
mean by R&D. In fact, I guarantee you 

Mr. WAXMAN. Well, I'm taking their word for R&D costs. 

Mr. Gordon. I wouldn't take their worr 

Mr. Waxman. OK. But I'm even accepting their word for it. 
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Now at some point there is competition, when there's a generic 
drug. That means the generic drug is out on the market and com- 
peting with a brand-name drug. 

What do W6 find under those circumstances, Ms. Brown? Are we 
seeing prices drop? 

Ms. Brown. We're seeing even larger increases, especially right 
before the drug goes off patent. To put it simply, if you're going to 
lose half your market share, but yo I're charging twice as much for 
the product, then you're 3till doing OK. And it borders on the 
criminal when this is happening, when that company still has a 
monopoly, and there is nowhere else to turn. 

^^Consumers" is really a misnomer in the drag industr;-, we feel. 
Consumers have little or no decisionmaking power. They just get to 
pay the bills. 

Mr. Waxman. Well, they do have decisionmaking power when 
there's a generic drug. So are the prices dropping when they can 
have a generic? 

Ms. Brown. Well, in some States, they have that power. In other 
States, your doctor makes that decision. And if the doctors have 
been convinced by years of mdustry detailing that their products 
are better and that you are really using your money foolishly to 
pay a few cents less for a generic, then what doctor is going to sac- 
rifice their patient, especially when they're told that the elderly 
are more vulnerable to this? 

There is no scientific evidence fo^- this, of course, and we were 
hoping that the FDA Bioequi' alence Conference would put some of 
those things to rest. 

Mr. Waxman. Well, even when we have a generic drug that is 
available to consumers, the brand-name loyalty ingrained in the 
physician is such that many of those physicians will continue to 
prescribe the brand-name drug, and we're seeing the brand-name 
drugs, even when there's this competition, going up in price, even 
though the generic drug is going down in price. 

Ms. Brown. Right. Brands always go up. I mean, Motrin is the 
onlv one I think that went down, and that's because it went OTC, 
and I think dip3rridamole, since they did something strange with 
the regulation, has volunteered to keep their prices the same or 
maybe drop them a little. 

'mis country is alone in that, and it's clearly a function of they 
do what they can, and perhaps it's a matter of the administration, 
too, when they learn that with the current administration, that no 
one was going to be overseeing this aspect of our health care 
system, and they just kind of took off. 

Mr. Waxman. Thank you very much. 

Let me move on to other members, because I know they have 
questions. 
Mr. Whittaker. 

Mr. WHrrxAKER. Thank you, Mr. Chairman. 

Mr. Hutton, I'd be curious to know, in your opinion, why you feel 
there is no difference or why there is no reason to encourage more 
research and development. I think you ma<?e that statement in 
your written testimony, and it cast an opinion that you didn't feel 
like any new research and development was really needed to be en- 
couraged in pharmaceutical products. 
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Mr. Gordon. First of all, we don't know whether we have enough 
R&D or whether we need any more R&D. If you will look at the 
records '>f the Food and Drug Administration— and I have them 
with me, by the way— most, the vast ms^onty of drugs that get on 
the market are no good. They offer little or no therapeutic gain. 
Very few drugs that get on the market are significant drugs. 

And as a matter of fact, medical educators have testified before 
my previous committee, the K MpC.y Subcommittee of the Senate 
Small Business Committee, that the more drugs you have on the 
market, unless they are important drugs, actually make— that is, 
bring about worse medical practice. You have very bad medical 
practice, because doctors cannot become acquainted with all the 
drugs on the market. 

Mr. Whtitaker. Mr. Gordon, could I 

Mr. Gordon. So unless R&D actuahy results in significant thera- 
peutic gains, I would say that the rest of the R&D isn't worth any- 
thing. 

Mr. Whtttaker. Mr. Gordon, could I inquire at what stage and 
in whose hands is the decision whether a drug is g^^g to be thera- 
peutically valuable or not? 

Mr. Gordon. Well, the Food and Drug Administration 

Mr. Whtitaker. You have to wait imtil the clinical trials have 
been completed to find out whether it's going to do any good or not. 

Mr. Gordon. That's right. As a matter of fact, there are two deci- 
sions by the FDA. One, after the new drug application is ap- 
proved—you'll notice that in that statement, it refers to new dn^ 
applications, and you find that the numbers of important drugs are 
pretty low. 

But then you can also tell when a drug reaches the clinical stage, 
whether it is going to be important or not. 

Mr. WHrrpAKER. Well, from what you just referenced, it almost 
sounds as though you would in favor of only one or two manu- 
facturers of a product. 

Mr. GoRDCW. No, that doesn't follow a* all. 

Mr. Whtttaker. And not have compi ition, bringing on their 
own product line. A new company creating a drug that would be 
somewhat comparable to another drug, it has to go through those 
clinical trials. 

And are you suggesting that those are unnecessary procedures 
and that drug companies should not 

Mr. Gordon. I would advocate that before a drug is approved for 
iiiorketing, that not only should it be shown to be safe and effec- 
tive, »is required by law, but that it's relatively better or at least as 
good as a drug that is already on the market. If it's as good that 
would be fine. But if it doesn't meet the previous standard^ I don't 
think it should be allowed on the market. 

In fact, this stand was advocated by Dr. James Goddard, when he 
was a Food and Drug Commissioner. 

Mr. WnrrrAKER. You know, I can ap. "eciate what you're saying. 
But in a free market situation, that w aid be suggestmg that the 
Consumer Product Safety Commission could disallow Korean auto- 
mobiles, because thev were deemed to not be quite as satisfactory 
as a Grerman automobile. 
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Mr. Gordon. What do you mean by "free market?" You mean— a 
consumer isn't able to select the drug that he wants. He can't com- 
pare. There's not as free a market as you say there is. 

Mr. Whittaker. I'm just curious, Mr. Gordon. If you feel like 
that the primary problem is maybe with the doctor's prerogative of 
making a prescription choice— we're talking a great deal about the 
consumer's choice, and though he is dependent upon his physician 
to make that prescription recommendation, isn't your pnmary ar- 
gument against allowing that physician to have the prerogative to 
make a choice for his patient? 

Mr Gordon. No, not at all. As a matter of fact, I'm in favor of 
makiL^^ sure that he gets some objective information, which he 
very seldom gets right now. He's assaulted by advertising and pro- 
motion. Pfizer comes in to you, if you're a doctor, and says. My 
drug is better." Somebody else comes in and says, "My drug is 
better." The doctor is in no position to make such a decision. 

As a matter of fact, the Task Force on Prescription Drugs, which 
was a panel set up by Secretary of Health, Education, and Welfare, 
John Gardiner, which consisted of some of the outstanding educa- 
tors and medical scientists in this country, came up with a rather 
interesting conclusion, that doctors know very little about drugs. 
And Dr. Krq^h, Richard Krogh, testifying ^fore my committee 
said that he fears for the future of his chosen profession, because 
the industry has practically taken over post-graduate medical edu- 
cation. 

Well, the doctor is in really no position to make a decision. 
Iv>. WHriTAKER. Let me ask a further question, Mr. Gordon. 
Mr. Gordon. Sure. 

Mr. Whtttaker. I had other questions for other panelists, but 
I m just curioup. If you feel like that the doctors' professional judg- 
ment is so weak in the area of brand selection, who would you 
durect to have authority 3r your physician to direct to him what 
he could prescribe and Wi.dt he could not? 

Mr. Gordon. Well, as I stated, I would like to see some medical 
education. 

Mr. Whttfaker. From where? Are you saying that the FDA 
should tell the doctor, you can prescribe one, two or three items 
but disr^ard the other eight below the list? 

Mr. Gordon. I would say that the government should perhaps 
put out a compendium. I would say that medical schools like Har- 
vard Medical School has detail men to go out and educate doctors. 
There are many ways to do it, by the way. This is from the task 
force 

Mr. M HFiTAKER. Provided it is not too long. Maybe we can just 
enter it into the record. 

For the sake of discussion, I think we can probably conclude and 
I know my time has expired, but I am somewhat concerned with 
the disparaging remarks that you made concerning the physician's 
ability to intelligently choose a prescription drug for his patient. 

Mr. Gordon. I'm surprised that you are not aware of he fact 
that doctors don't know much about drugs, they are really not 
exoert in selecting drugs. 

Mr. Whtttaker. I would welcome a further panel that would 
niaylie give some balance to that perception of yours. 
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Mr. HuTTON. Mavbe, Mn Whittaker 

Mr. Waxman. Mr. Hutton, I am going to interrupt because the 

! gentleman's time has expired. Maybe we can have that as a topic 
or another hearing. Mr. Wyden reminds me that on Wednesday, 
we are going to have a hearing somewhat on that s».!>ject when it 
comes to the question of physicians prescribing drugs and making a 
profit, which is an issue that is a bit off the target of the main 
focus of what we want to talk about today. 
Mr. Sikorski. 

Mr. Sikorski. Mr. Chairmm *n the mterest of time, I'll defer my 
questions. I thank the panel for coming, 
.ilr. Waxbian. Thank you. Mr. Wyden. 
Mr. Wyden. Thank you, Mr. Chairman. 

Mr. Guildroy, I was director of the Gray Panthers for many 
years before I came to the Congress and I'm particularly concerned 
about how these high prices affect senior citizens. There are a 
number of executives from the big pharmaceutical manufacturers 
in this country in the room right now. You have an ideal chance to 
communicate directly to these firms about the big mcreases that 
your members are paying. 

Could you tell us what these big increases mean for senior citi- 
zens in terms of them having to give up food or paying the rent or 
the utility bills? What does it really mean in human terms for 
senior citizens? 

Mr. Guildroy. Mr. Wyden, I'd like to defer to Ms. Brown, please. 

Ms. Brown. We did a survey, I know it has been thrown around 
a lot that people are foregoing food and rent for drugs, but we actu- 
allv did a survey to measure the impact of the high drug costs. We 
did it in 1985 and 1986. We also did one in 1982. One thing we 
found was that in reasons for deciding not to get a prescription 
filled, in 1982, cost was the fourth reason. Now, it's the second 
reason for deciding not to get a prescription filled. We don't know 
what that does to the more costly services of physician visits or 
perhaps hospitalizations that people are foregoing necessary drug 
therapy. 

The survey also showed that in 1 year alone, between 1985 and 
1986, there was a 42 percent jump m the amount of people who 
were paying the highest amoimt that we asked for in their pre- 
scription drugs out of pocket. It was a range that they could 
answer, what are you paying out of pocket and the highest catego- 
ry was, I am paying over $40 a month, which is nearly $500 a year. 

We can't get a per capita figure on that unfortunately because 
that person paying over $40 a month could be paying $41 or $400. 
We don t know. 

We have actually got some data to support some of the more 
emotional arguments that have been made in the past. 

Mr. Wyden. One last question if I might> Mr. Guildroy. Because 
you run the AARP Pharmacy, has it been your experience that the 
price of generic drugs is not going up quite as fast as the price of 
..rand name drugs? 

Ms. Brown. The price of generics either remains steady or drops. 
Generics compete on price. The brand names certainly don't. We 
see no increase in generics. That might even be pulling the CPI 
down, if you have more generics on the market that actucily un- 
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derestimates the even greater inflation in the prices of the brand 
names. 

Mr. Wyden. Mr. Chairman, I do not have any further questions 
but I think this is one of the critical issues for this subcoxiimittee's 
consideration. Obviously, the generic drugs on the basis of their 
programs are not going up at the rate of the brand names. Clearly 
there seem to be some competitive forces at work with the generic 
drugs that are not available in some of the other ^^arkets. I would 
hope that would be en issue we would talk about later. 

Mr. Waxman. Will the gentleman yield to me? 

Mr. Wyden. Fd be happy to jdeld. 

Mr. Waxman. On the question of the generic drugs, we have 
seen increases in R&D expenses, not as high as the price increases, 
but we have also seen increases in the amount of money to pro- 
mote, advertise and to otherwise encourage people to buy these 
braiid name products. The great part of that has been an anti-ge- 
r'jric campaign where the brand name companies, in order to hold 
on to their share of the market, are trying to dispe 'age generic 
drugs and saying wiiey are not ap, good, they are not as bioequiva- 
lent, they are not as effective ana they are not as safe. 

We know that's not true because the FDA has testified and will 
testify again today, that is absolutely not true. A generic couldn't 
be approved unless it were the same drug and met all the stand- 
ards for safety and efficacy. 

How do your members feel? I know the AARP sells drugs, both 
brand names and generic drugs. How would your members feel if 
they found out they are paying higher prices for drugs so they 
could be discouraged from buying drugs that would be less costly to 
them? 

Ms. Brown. We find our members are responding in a way that 
they have been told that generic drugs are like generic rom flakes, 
they are awftil. We have survey data also to show th. i between 
1985 and 1986, there was 10 percentage points that shifted in the 
answer to a guestion, do you think the FDA holds the same stand- 
ards for quality, safety and effectiveness for generics as brand, and 
they shifted, in 1985, they said, yes, we do. In 1986, 10 percent 
jumped right into the "don't know" category. That's a 42 percent 
increase in the amount of people who are now confused and indeed 
don't know. 

No one is going to buy a product if there is a doubt. It certainly 
is not worth a few dollars more. They are absolutely right. They 
are very effective in those campaigns. 

Mr. Waxbian. This expenditure by the pharmaceutical industry 
U, deceive people is effective and it is also adding to their profits 
because they can go ahead and charge prices beosiuse they main- 
tain their monopoly? 

Ms. Brown. Absolutely; it^s adding insult to injury. 

Mr. Waxman. Thank you very much. 

Mr. Wyden. Thank you, Mr. Chairman. 

Mr. Waxman. Mr. Coats. 

Mr. Coats. Thank you, Mr. Chairman. I don't know that I have 
specific Questions but I do want to make a comment and maybe 
some of the panelists would like to respond. 
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I can appreciate as all of us can that we represent senior citizens 
and that they are an important part of our constituency. We all 
have pi^nts that are older, and we are sensitive to the costs of 
drugs, generic, prescription, over the counter, whatever. The inci- 
dence of medxcal coste ^n senior citizens are higher in most cases 
than the general public. 

I guess the question I have is while we recognize that some drugs 
are expensive, most drugs are expensive, we cdso recognize how im- 
portant they are to our well being, how critical they are to senior 
citr^ens' health and to maintaining that hedth in older vears. I 
now have a father that is 81 years old who has Parkinson^ and a 
number of other medical problenos, so our drug bills are fairly 
steep. Yet he lived and spent his career «^orking for an ethical 
drug company, distributing drugs and in the sales force and also 
involved, in a minor degree, in research of drugs. 

I grew up with some imderstanding of what it takes to research 
and develop, find a drug that can bring about medical relief, what 
it takes to get that drug approved by the FDA. Often times, it's 
millions of dollars and years and years of research and clinical 
testing before a drug is approved. This results in a cost for a drug 
that people, on the surface look at and say, why should that drug 
cost so much, without focusing on a decade of research and devd^ 
opmenty a decade of bureaucratic process in getting it approved, 
and a decade of clinical trials. 

I wouldn't want it overlooked by the panel or by those focusing 
on this hearing, that what we are looking at here is a situation in 
which number one, cost recovery is si^ificant but nu» iber two, in- 
centive has to remain for drug companies to develop .nese drugs, of 
which many of our senior citizens now take advantage and say, 
what a wonderful miracle drag this is, why does it cost $1 mstead 
of $0.09? 

If you remove that incentive, those miracle wonder drugs may 
not be there because who is going to spend the amount of money 
and the amount of research necessary to develop those drugs. 

I see, Ms. Brown, that you would like to respond. 

Ms. Brown. I would like to respond. Tliank you. 

I think that what we are talking about is a matter of degree 
only. AARP would be the last organization to throw any disincen- 
tive to develop new cures for the L'lnesses that so often plague our 
members and the population at lai^e. 

We differ a little from pur co-panelists here in that we do think 
that important therapeutic gains aren't made in leaps and bounds, 
that often they are mado in increments and yes, we kind of do owe 
them a living. Also, we acknowledge that the successful drugs must 
also pay for the failures, the ones that died with the bench scien- 
tist. 

However, it's a matter of degree. It's a matter of looking at who 
is paying for this, not only who is paying for the R&D which I per- 
sonally would like to see spread out over the tax base, but who is 
paying for all the rest of the profits and activities of the pharma- 
ceutical industry, which is by definition sick people, maybe exclud- 
ing those taking birth control pills or something, you are talking 
about sick people who are supporting it. 
Mr. Coats. Who should pay? 
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Ms. Beown. Who should pay? 

Mr. C!oATS. Should those that are healthy pay? 

Ms. Brown. There but by the grace of d<xl go all of us. 

Mr. Coats. Are you advocating that we spread all these costs 
over the general public? 

Ms. Beown. I would like to see th^-e be reasonable returns ana 
reasonable profits because that's our aystem and that 

Mr. Coats. Who determines w^t is reasonable? 

Ms. Beown. Certainly not the drug companies. 

Mr. Coats. Who then? 

Ms. Beown. I suppose I would be over stepping our testimony to 
en^ige in some kind of rate review board, so I will defer on tha', 
although that is something we could discuss on Thursday's drugs 
under Medicare hearing, where we will be testifying with Mr. 
Stark, and talking about some cost containment mechanisms and 
financing. 

Mr. CROATS. Is anyone advocating we remove the prescription 
drugs and remove drug pricing from the marketplace and establish 
a Government commission? 

Ms. Beown. I'm sure lots of people are going to be proposing 
that. 

Mr. Coats. Do you see that as having any possible disincentive 
toward the production of new drugs, research and development of 
new drugs? 

Mh. Beown. I guess it depends on what your return is. It's a 
matter of if the profits are so great in the drug industry and that is 
supporting RftD but R&D is only 10 to at the outside 15 percent of 
your budget^ what else are you supporting? You are supporting cor- 
porate jets. You are supporting coitferences in the Bahamas. You 
are supporting a whole lot of extraneous stuff that doesn't neces- 
sarily have to do with R&D and all of the things that we pay 
homage to. 

Mr. Coats. What you are advocating sounds to me like a radical 
departure from a system that has probably brought more drug 
breakthroughs, a bettor level of m**d?>ine than any other nation in 
the world. 

Ms. Beown. The industry has given us a lot but also it's not all 
the breakthroughs that are here. There are some other countries 
that develop the drugs and then we license them in. It's not just 
that America has the only scientists that can develop these prod- 
ucts. There are i lot of breakthroughs coming out of universities. 
They don't have this almighty profit incentive. There are research 
scientists. 

AZT came out of a Government funded program. 

Mr. CoKTS. Do you really think we would be better off under a 
government funded. Government directed program, that we ;vould 
have a better level of medicine, that we would have more research, 
more drugs coming into the market? 

Mr. Waxman. Tiie gentleman's time has expired. 

Ms. Beown. I don't feel comfortable answering that question the 
way^ it is framed. It is kind of like if you stop beating your wife. I 
don t like the way it would make me answer. 

Mr. Coats. You are proposing one system. I was advocating that 
the present system has probably given us a better level 
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Ms. Brown. We would like to restructure the present system, not 
throw it out, restructure it. 
Mr. Waxman. Thank you, Mr. Coats. 

I want to thank the witnesses that have testified before us this 
morning. You have been helpful in giving us your preliminary in- 
formation. We look forward to working with you. 

Our next panel is Mr. Gerald J. Mossinghoff, president of the 
Pharmaceutical Manufacturers Association; M/. Douglas G. 
Watson, president. Pharmaceuticals Division, Ciba-Geigy Corpora- 
tion; Mr. Donald E. O'Neill, executive vice presidei !;, Warner-Lam- 
bert Company; Mr. Paul N. Qark, president. Pharmaceutical Prod- 
ucts Division, Abbott Laboratories; and Mr. Harry Shoff, president, 
Wmthrop Pharmaceutical^, Sterling Drug, Inc. 

We are pleased to welcome you to our subcommittee hearing this 
mommg. Your prepared statements will be part of the record in 
full. What we would ask of each of you is to summarize or give us 
your presentation as you see fit, but to try to keep that presenta- 
tion to 5 minutes. 

Mr. Mossinghoff, why don't we start with you? 

STATEMENTS OF GERALD J. MOSSINGHOFF, PRESIDENT, PKaR 
MACEUTICAL MANUFACTURERS ASSOCIATION; DOUGLAS G. 
WATSON, PRESIDENT, PHARMACEUTICALS DIVISION, CIBA- 
GEIOY CORP.; DONALD E. O'NEILL, EXECUTIVE VICE PRESI- 
DEfiT, WARNER^LAMPERT CO.; PAUL N. CLARK, PRESIDENT, 
PHARMACEUTICAL PRODUCTS DIVISION, ABBOTT LABORATO- 
RIES; AND HARRY SHOFF, PRESIDENT, WINTHROP PHARMA- 
CEUTICALS, STERLING DRUG, INC. 
Mr. Mossinghoff. Thank you, Mr. Chairman. 
Mr. Chainnan, with your permission, I would like to use 5 graph- 
ic, if I could, to support the summary points I will make during 
this 5-minute presentation. 
Mr. Waxman. Certainly. Present them as you fee fit. 
Mr. Mossinghoff. Mr. Chairman, in the summary portion of my 
statement, I would like to make nine points. 

First is that our way of life in the United States would be un- 
imaginable without the modem medicines discovered and devel- 
oped by the PMA companies through their research and djvelop- 
ment During 1986, PMS companies invested $4.6 billion in re- 
^arch and development, an increase of 12 percent over 1985. 
People are living longer, healthier, and more productive lives as a 
direct reault of that investment. 

Second, in recent years, the cost of providing health care and the 
pnces charged have risen substantially. The same is true for pre- 
scnption drugs. But modem prescription drugs are a very good 
value. Prescription drug prices have remained well below the over- 
all Consumer Price Index ever since that index was d efined as 100 
in 1967, and drug prices today are less than two-thirds the overall 
price index for medical care. 

That is shown on figure 1 of my chart. The differences, Mr. 
Uimrman, between your chart and my chart is that yours is a rate 
of change chart, and obviously as a policymaker, the Congress must 
look at that very carefully. My chart plots dollars, and the fact is 
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streamline the new drug approval process at the Food and Drug 
Administration; continuing to encourage other countries to 
strengthen the protection of patents and trademarks; protecting 
U.S. process patents from foreign pirates; reforming our chaotic 
product liability system; and strengthening the tax incentives for 
research and development. 

Later in my prepared statement, I cite spe^.ific bills that the 
PMA supports to carry out those reforms. 

Eighth, strong patent protection worldwide is essential to the 
pharmaceutical industry's continued mvestment in research and 
de\^lopment. PMA welcomes the steps being taken by some of onr 
♦^'^ding partners to strengthen patent protection for pharmwati- 
cals. These steps include the Japanese Government's decision to 
seek enactment of patent term restoration Illation for pharma- 
ceuticals, the active consideration within the European Community 
of a similar measure, the new protection in Korea for pharmaceuti- 
cal products, and a parliamentary consideration in the United 
Kmgdom to repeal the scxalled "license of right." 

Mr. Chairman, let me go to my las': point in the interest of time. 
The research-based pharmaceutical industry stands on the thresh- 
old of a Golden Age of development. New and exciting knowledge 
about moleoilar biology and new methods of research and develop- 
ment, including computer modeling of molecules and cells and ad- 
vances m biotechnology, will enable PMA companies to develop 
new treatments and cures for such deadly diseases as cancer, heart 
disease, Alzheimer's disease, leukemia, and AIDS. These dreams, 
however, will become a reality only if the incentives remain for the 
research-based pharmaceutical industry to continue its enormous 
investment in research and development. 

Thank you very much, Mr. Chairman. 

[Testimony resumes on p. 284.] 

[Mr. Mo uighofFs prepared statement follows:] 



ERLC 



288 

' 9 



264 




Pharmaceutkal 
I jVfanufacturers 
lA ssociatkm 



GERALD J. HOSSXKGHOPP 
PRBSXDENTr PBARKACEUTXCAL KAHUFACTURER5 ASSOCIATION 



BEF0Z2 T8E 



SUBCOMfXTTEE OU BEALTH AND THE ENVIRONMENT 
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Mr. Chairsan and Mecbers of the Subcoxaittee: 

X ac Gerald J. Mossinghoffr President of the Pharcaceutical 
Manufacturers Association. PKA represents nore than 100 
research-based pharssaceutical coapanies that discover, develop 
and produce &ost of the prescription Dedicines used in the United 
States. X appreciate this opportunity to appear before the 
Subcceaittee and testify on the iaportant subject of 
prescription-drug prices. 



Mr. Chairaanr with the help of graphics and as developed 
core coapletely in the remainder of this statesentr X would like 
to sake the following points in this brief sussary: 
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(1) Our way of life in the United States would be 
unimaginable without the modern medicines discovered and 
developed by the PMA companies through their research and 
development. During 1986, PMA companies invested $4.6 
billion in R&D, an increase of 12% over 1985. People are 
living longer, healthier and more productive lives as a 
direct result of that investment. 

(2) In recent years, the costs of providing health care, 
and the prices charged, have risen substantially* The same 
is true for prescription drugs. But modem prescription 
drugs are a very good value. Prescription-drug prices have 
remained well below the overall Consumer PriCJ Index ever 
since that index was set at 100 in 1967. And drug prices 
today are less than two-thirds the overall price index for 
medical care (Figure 1). Prescription drugs and related 
products sold in retail pharmacies in 1985 were half of the 
I960 level as a percentage of health care costs (Figure 2). 
In 1967, a typical worker had to work one hour and twenty 
minutes to pay for an average prescription; by 1985, it took 
only 63 minutes to pay for that prescription. 
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Rx Drug Prices Beiow Ottier Indices 




Figure 1 



Rx Drugs/Sundries Half of 1960 Level as % of 
Health Care Cost 




Figure 2 
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(3) Mc^ern medicines not only save lives, prevent 
disease and cure illness, they also save billions of 
dollars each year by reducing the need for surgery, 
hospitalization and other more expensive forms of 
therapy. In its first iO years, the anti-ulcer drug 
Tagamet saved $4 billion in the Onited States alone. 
Other examples are discussed later in my statement. 

(4) Research and development are the hallmarks of the 
PMA member companies. Their investment in R&D 
continues to double every rive years (Figure 3) . 
Moreover, the industry is investing an increasingly 
higher percentage of sales — currently 15% — to finance 
its growing investment in R&D (Figure 4) . Measuring 
increases in R&D expenditures the same way we me sure 
price increases, the "index* for R&D conducted by PMA 
companies now stands at over 1,000, three and one-half 
times the prescription drug CPI (Figure 5) . 

PMA Company R&D Dollars Double Every 5 ^^ears 



iM 
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Figure 3 
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R&O Rises as % of Rx Sales 
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Figure 4 



increases in R4cO ^ Exceed 
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Figure 5 
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(5) The period of time during which this enormous 
investment in R&D can be recovered through sales 
revenues is being dramatically compressed due to a 
number of converging forces. Foremost is the 
unprecedented surge in competition from generic 
products as soon as the patent on the pioneer drug 
expires. Other major forces include the intense 
competition within the research-based pharmaceutical 
industry to develop and market new patented drugs; 
increasing delays in the approval of new drugs; and 
increasing foreign competition from developed countries 
that have targeted this industry and from newly 
industrialized countries that blatantly condone patent 
piracy. 

(6) Nevertheless^ our companies so far remain 
competitive in world markets. The U.S. pharmaceutical 
industry, despite its relatively small size, ranks 
fourth among the ten leading high-technology industries 
in contributing a positive trade balance. In 1986, for 
the fir^t time, those ten industries had a net negative 
balance of trade, totaling $2.6 billion, but 
pharmaceuticals contributed a posit .ve balance of $764 
million. But our industry's lea(^irFhip position in 
world markets is not assured. Prom 1976 through 1980, 
the U.S. pharmaceutical industry contributed 70 new 
drugs to world markets, mere than one-fourth of the 
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total and twice the number originating from Japan. In 
sharp distinction, during the last five years, Japan 
introduced 60 new drugs into world markets as compared 
with 58 originating from the United States. 

(7) Congress can — and should — take several important 
steps to help restrain the forces tending to drive up 
prices of modern medicines. These include 
appropriating the funds necessary to streamline the 
new-drug approval process at the Food and Drug 
Administration; continuing to encourage other countries 
to strengthen the protection of patents and trademarks; 
protecting U.S. process patents from foreign pirates; 
reforming our chaotic product-liabij ty system; and 
strengthening the tax incentives for research and 
development. Later in this statement I cite specific 
uills that should be passed to accomplish these goals. 

(8) Strong patent protection worldwide is essential to 
the pharmaceutical industry's continued investment in 
research and development. PHA welcomes the steps being 
taken by some of our trading partners to streiigthen 
patent protection for pharmaceuticals. These steps 
include the Japanese Government's decision to seek 
enactment of patent term restoration legislation for 
pharmaceuticals; the active consideration within the 
European Comraunity of similar legislation; the new 
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protection in Korea for pharmaceutical products; and 
the parliamentary consideration in the United Kingdom 
to repeal the so-called "license of right" — a 
compulsory' licensing provision during the last four 
years of a O.K. patent — insofar as that license of 
right applies to pharmaceuticals, ^e also view as 
significant the decision of the Canadian Government to 
seek modification of the Canadian compulsory licensing 
provisions > although even with the changes proposed* 
the Canadian protection of pharmaceuticals wiil still 
fall far short of that provided in all other developed 
countr.es. There are, of course* many countries in the 
vorld which foster the thoft of U.S. research and 
development by failing to provide adequate patent 
protection. PMA welcomes the efforts of the Executive 
Branch and the Congress in demanding adequate 
protection for intellectual property as a critical 
element of U.S. trade policy. The effo.ts of Chairman 
Dingell and the Committee on Energy and Commerce have 
been most helpful in this area. 

(9) The researcn-based pharmaceutical industry stands 
on the threshold of a golden age of development. New 
and exciting knowledge about molecular biology* and new 
methods of research and development — including computer 
modeling of molecules and cells and advances in 
biotechnology— will enable PMA companies to develop new 
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treatments and cures for such deadly diseases as 
cancer # heart disease / Alzheimer's disease^ leukemia 
and AIDS* These dreams will become a reality only if 
incentives remain for the research-based pharmaceutical 
industry to continue its enormous investment in 
research and development* 

Mr* Chairman/ this concludes the f^ummary portion of my 
statement* The points I hove made arr; developed more fully in 
the rest of my statement* 



STATEMENT 

People in the United States are living longer « 
healthier and more productive lives as a direct result of the new 
drugs developed by PMA member companies* 



In addition to helping to improve health/ medicines 
traditionally have been a bargain for consumers* Even thuugh 
they are the most cost-effective form of therapy, they have 
consumed a declining share of hcalth-care expenditures* Over the 
yearsf the Cons;aner Price Index has increased much more than 
prescription-drug prices* During the 19-year period from 1967 
(which the n*S* Bureau of Labor Statistics uses as a base year in 
calculating the Consumer Price Index) through 1986/ the rate of 
inflation exceeded prescription-drug price increases by 20%« 
And drug prices today are less than two-thirds the overall price 
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index for laedical care* 



MeanwhllCf prescription drugs and related products sold 



in retail pbaraacies have declined as a percentage of national 
health expenditures. In 1960, we spent 13.6% of total health- 
care expenditures on drugs and related products; by 1985, the 
latest year for which complete data are available, we had cut 
that share by more than half, to 6.7%. Indeed, we spend less 
than a nickel of each health-care dollar for prescription drugs 
frOB retail pharmacies* The cost of prescription drugs also has 
declined in terms of purchasing power* TVenty years ago, a 
typical worker had to work one hour and twenty minutes to pay for 
an average prescription; by 1985, it took only 63 minutes to pay 
for that prescription* 

Besides saving lives and preventing disease, modern 
medicines represent the most cost-effective form of therapy* 
They are an important part of the solution to helping restrain 
health-care costs: they save billions of dollars a year by 
reducing the need for alternative, more expensive forms of 
therapy* "Prescription drug products help contain the total cost 
of health care by reducing hospitalization and need for surgery,* 
the Department of Commerce's 1987 D*S* Industrial Outlook stated* 
The use of drugs also reduces physicians* expenses and the number 
of work dayc lost due to illness* 



The cost-effectiveness of prescription drugs has been 
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well documented* In the 10 years after i^8 introduction in 1976# 
the anti-ulcer drug Tagamet is estimated to have reduced costs 
associated with ulcer disease — including work loss and allowing 
for the cost of the drug — by $5*8 billion worldwide* Savings in 
the United States alone were $4 billion* 

A series of studies sponsored by PMA provides other 
examples of the cost-effectiveness of prescriptior drugs* The 
net annual benefits of using beta blockers — a class of 
cardiovascular drugs — to prevent second heart attacks was found 
to range from $1*6 billion to $3 billion* A study of a measles 
vaccine determined that benefits were more than 10 times the 
costs ov<;r a nine-year period* Treating mental patients with an 
anti-psychotic drug was found to be the least costly of 'five 
forms of therapy — lower by 26% to 62% — and to be one of the most 
effective methods* 

Further , there has been a trend — which is accelerating' 
— to develop drugs that last longer than alternative therapies 
and thus require fewer Coses a day or a shorter course of 
treatment* The cost of treatment with these new medicines often 
is considerably less than with older alternatives* One example 
of this trend was documented in a study # published in the 
November-DiKcember 1984 Reviews of Infectious Diseases , of a new 
cephalosporin antibiotic that can be administered once a day# 
rather than three or four times daily as lequired for 
conventional cephalosporins* Estimated annual savings from the 
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use of this new once-a-day drug instead of older alternatives 
ranged from $85 million to $115 million. 



and better medicines. "There is perhaps no industry that depends 
as heavily on new products— and thus on research and developaent 
— as does pharmaceuticals," according to the February 23, 1987 
edition of Fglb??* Every fivp years since 1970, our industry has 
doubled its RtD expenditures. This trend continued in 1986, when 
the industry spent a record $4.6 billion on research and 
development, an increase of 12% over 1985. By comparison, the 
Rational Institutc-s of Health estimates it spent $5 billion in 
1986 on all health research. 

To finance this research and development, our companies 
have used an increasingly larger proportion of U.S. sales 
revenues. From 1973 to 1980, the U.S. research-based 
pharmaceutical industrj- invested between 11.1% and 11.7% of U.S. 
sales ill RtD. In 1981, the industry increased its investment to 
13.1% of sales, and in 1986 our companies invested an estimated 
15% of sales in research and developoent. Measuring increases in 
R£D expenditures the same way we measure price increases, the 
■index" for RtD conducted by PMA companies now stands at 1,008, 
three and one-half times the prescription-drug CPI. 

The time during which this enormous investment in RuD 
can be recovered through sales revenues is being dramatically 



Our industry is increasing its efforts to develop new 
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compressed due to a number of converging forces. Foremost is the 
unprecedented surge in competition from generic products as soon 
as the patent on the pioneer drug expires* Since enactment of 
the Drug Price Competition and Patent Term Restoration Act in 
1984, 659 Abbreviated New Drug Applications (ANDAs) to market 
generic products were approved by the Food and Drug 
Administration through 1986. Other major forces include the 
intense competition within the research-based pharmaceutical 
industry to develop and market new patented drugs; increasing 
delays in the approval of new drugs; and increasing foreign 
competition from developed countries that have targeted this 
industry and fzom newly industrialized countries that blatantly 
condone patent piracy. 



company commands more than 7% of total sales and the top 20 
companies have less than 75% of sales. Our companies compete 
with each other by striving — with all their resources and 
scientific ingenuity — to develop better treatments and cures. In 
this constant quest, thousands of compounds are screened and 
analyzed for each new chemical entity that eventually is brought 
to market. 



its relatively small size, the pharmaceutical industry ranked 
fourth (behind the aircraft, plastics and office machinery 
industries) in contributing a positive balance of trade among the 



Ours is a highly competitive industry in which no 



Our industry is competitive in world markets. Despite 
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ten high- technology industries tracked by the Commerce 
Department. Our i.idustry recorded a postive balance of trade of 
$764 Billion ia a year when the ten high-technology 

industries as a whole had a negative balance for the first timer 
of $2«€ billion* 

Our industry^ nevertheless, is facing increasing 
coapetition frop foreign companies* Prom 1976 through 1980, for 
example, the O.S. pharmaceutical industry introduced 70 new drugs 
in vorld markets, more than one-fourth of the total and twice the 
number introduced by Japanese companies. In the last flv- years, 
hovevcr, Japanese firms introduced 60 new drugs in world markets 
compare*! to 58 introduced by American manufacturers. 

There are important steps that Congress can— and 
should— tske that would help to stimulate research, improve the 
competitive position of our industry in world markets and limit 
the upward pressure on drug prices* 

First of all. Congress should strongly support 
Ccmnissioner Prank E. Young's efforts to improve operations at 
the Pood and Drug Administration and thus streamlirt. thi, PDA's 
new^rug approval process* This can be done by fully funding the 
Fiscml Year 1988 budget request, and by directing, additional 
resources to the drug-approval effort to support Dr* Young's 
Action Plan* 
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Quite properly^ tne FDA gives top priority to ensurintj 
that nev drugs are shovn to be safe and effective before it 
approves Nev Drug Applications and allows nev drugs to be 
■arketed. But unnecessarily long periods of reviev can deprive 
patients of nev, effective medicines. 

Despite the very dedicated and able efforts of 
CoKDissioner Young and bis staff, it still takes auch too long to 
approve nev drugs. The average development tioe for the 20 nev 
drugs approved by FOA in 1986 was sore than 10 years from 
discovery to approval. The mean approval tine for those drugs — 
that is, from the time the application for approval was filed 
until the FDA completed its review and approved the drug — was 
34.2 sonlhs. TlZl^^n oZ the 20 nev drugs had already been 
approved first abroad; the countries that approved th&n first did 
so in an average of 10 months — less than one-third of the FDA's 
34~month reviev time. 

Streamlining the approval process would reduce the cost 
of pharmaceutical research and devel-<pment/ and exert a 
moderating influence on the powerfui. push toward higher 
development costs and thus higher prices. Professors Henry 
GrabovsKi and John Vernon, economists at Duke University, found 
in a study published in 1982 that a reduction of a year and a 
half in the FDA's approval time would enable companies to recover 
their research and development costs a full five years earlier. 



283 



279 



- 16 - 

The average cost of developing a nev drug now is about 
$113 aillfon. This figure is based on a study performed by Dr, 
Ronald Hansen, then with the Onive * 'ty of Rochester School of 
Hanagesentr of the cost of developing a new drug in 1976, updated 
in accordance with the National Institutes of Health biomedical 
deflator. 

Fhamaceutical research is becoming increasingly 
expensive in part because the nature of the work is changing in a 
fundamental way. In the past, pharmaceutical conpanies engaged 
prlmaril/ in "applied" research, greatly relying on the ""basic* 
research conducted by university scientists, the NIH and other 
researchers. In recent years, company scientists increasingly, 
have been conducting their own basic research to understand how 
life and disease function at the cell level, in order to attack 
disease at its roots rather than simply treat its symptoms. This 
kind of research on the frontiers of medical science is much more 
cocplicated and expensive than the tarlier kind of pharmaceutical 
. research. 

Moreover, drug companies now are concentrating more on 
chronic and degenerative diseases such as cardiovascular disease 
and cancer rather than on infectious diseases. Research on 
cardiovascular drugs, .or example, increased from 14.9% of total 
O.S. research and development in 1975 to 26% in ii85, while 
research on drugs to treat cancer and related diseases increased 
from 15.5% to 18.1% during the same period. 
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Chronic diseases are treated over longer periods of 
tine than infectious diseases, which increases both the 
difficulty of assessing drug efficacy and the chances ot 
undesirable side effects* This aakes it aucb harderr^and sore 
expen8ive-*to conduct adequate clinical trials for the increasing 
nuaber of drugs being developed to treat chronic and degenerative 
diseases* Clinical testing nov requires more funds than any 
other aspect of pharmaceutical research — 21% of total research 
expenditures in 1985* 

In addition to supporting efforts to streamline the 
FDA's new-drug approval process # Congress should move to 
strengthen the power of the United States Trade Representative by 
enacting strong intellectual-property provisions in pending trade 
legislation. Provisions such, as those in the Trade and 
International Economic Policy Reform Act of 1987 (B.R* 3), which 
is awaiting floor action, would help to persuade our trading 
partners to provide adequate intellectual property protection* 
Among nany other things, the legislation would modify Section 301 
of the Trade Act of 1974 (as amended) , which authorizes the 
President to retaliate against unfair barriers to U*S* trade and 
investment, and would require the USTR to initiate negotiations 
with countries that fdil to provide adequate intellectual 
property protection* 

Each year, our companies lose hundreds of millions of 
dollars in sales to products made by patent pirates in .countries 
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that blatantly condone such action by failing to provide adequate 
protection. We have identified 25 countries that do not provide 
such protection and, in a survey of just five of these countries r 
sales by U.S. companies of pal*:nted products amounted to $162 
million in one year— compared to sales by patent piratPS of $192 
million. 

We are encouraged by what we hope is an international 
trend toward stronger protection for pharmaceutical inventions. 
For example, the Japanese Government has decided to seek 
legislation providing for patent-term restoration for 
pharmaceuticals. The European Communi'^y is considering similar 
legislation. Korea now has agreed to provide product patent 
protection for pharmaceuticals. In the United Kingdom/ 
Parliament is moving toward repealing a compulsory licensing 
provision .that applies during the last four years of a 
I*armaceutical patent in that country. 

In addition, the Canadian Government has made a major 
decision to urge enactment of legislation to modify that 
country's compulsory-licensing provisions. We view that as a 
significant step. Passage of the legislation would be an 
improvement over the existing situation, but, even with the 
proposed changes, patent protection for drugs in Canada would 
still fall far short of that provided in all other developed 
countries. The efforts oi h^irman Dingell and the Committee on 
Energy and Commerce have been most helpful in encouraging other 
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countries to strengthen their protection of intellectual 
property. 

We are urging Congress tc enact legislation, such as S* 
573, that would prevent foreign manufacturers fron obtaining free 
use of U*J. research and development by making ^^armaceuticals 
abroad in violation of U.S. process patents and then exporting 
the products into this country* The legislation would strengthen 
the enforcement of process patents in the 0«:ited states — and nake 
O.S* law consistent with the laws of other industrialized 
countries* 

Further, Congress should pass legislation — along the 
lines of H*R* 1115 — that would help to rationalize a pioduct- 
liability system that has become increasingly chaotic and 
unpredictable* Excessive judgments are being rendered against 
manufacturers* Huge windfalls are being awarded for "pain and 
suffering*" And large sums are being inappropriately assessed 
against coapanies as "punitive" damages* 

Congress also should pass legislation — such as S* 58 — 
to restore the R&D tax credit and make it permanent* In 
addition, Congress should pass compromise legislation expected to 
be introduced soon that would provide for the automatic sei*-aside 
to o*S* income of 67% of the R&D costs of a 0*S* multinational 
corporation that are incurred in this country* As it now iBtandS/ 
research and development costs for taxable years beginning after 
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August 1, 1987 will have to be fully allocated between U.S. and 
foreign Income— a strong disincentive to expanding domestic r&d. 

These steps would help to ensure that our industry— on 
the verge of what promises to be its most productive period— does 
in fact realize its full potential for improving public health. 
Our companies— in many cases using .he exciting new techniques of 
biotechnology— are working to develop drugs to treat and cure 
such deadly diseases as cancer, heart disease, Alzheimer's 
disease and leukemia, ai^ong a host of othar diseases. 

Of most pressing importance, our industry is engaged in 
an all-out effort to conquer what is fast emerging as one of the 
most insidious diseases the world has ever known— AIDS. Of 11 
products recently identified by The New Ynrk T^.ae and Business 
lS£Sh as the most promising AIDS drugs, eight were discovered by 
private industry and all 11 are being developed by industry. 

These new medicines will only come frcin the research- 
based pharmaceutical industry— and only if the industry's 
..avestments in research and develop -ent can be maintained. 

Mi . Chairman, that concludes my full statement. I 
would be pleased to respond to any questions you or the other 
members of the Subcommittee may have. 
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Mr. Waxman. Thank you very much, Mr. MossinghofF. 
Mr. Watson. 

STATEMENT OF DOUGLAS G. WATSON 
Mr. Watson. Thank you, Mr. Chairman. 

My name is Douglas Watson, and I'm the president of the Phar- 
maceuticals Division of Ciba-Geigy Corporation. 

We at Ciba-Geigy and, I believe, all of us in the industry share 
your concern about the increasing cost of health care in this coun- 
try. We recognize and accept that the pharmaceutical industry has 
to play its part in helping to minimize further escalation. 

Mr. Mossinghoff show^ earlier the prescription drug component 
of health care cost has declined from 14 percent to under 7 percent 
over the past 20 years. But what is even more remarkable is that 
the importance of the drug treatment component of health care 
has significantly increased over the same period. 

Prescription drugs not only save lives and reheve suffering, but 
are becoming more and more essential as the most effective way to 
control the escalation in health care costs. Thanks to today's inno- 
vative prescription drugs, many people can lead more or less 
normal lives, able to earn a living, rather than being hospitalized 
as the result of a heart attack, epilepsy, or crippling arthritis. 

I would therefore suggest to you that prescription drugs have in 
the past played and will in the future continue to play a very 
major role in controlling total health care costs. 

We have come to expect longer, healthier, and more active lives, 
and we tend to take the contributions of modem prescription drugs 
for granted. But we must remember that today's innovative diugs 
are the result of R&D investments years ago, and unless we can 
afford to continue to make substantial investments in research 
today, we will not be able to develop innovative medical treatments 
for the future. 

For our part, Ciba-Geigy invests worldwide more than $1 million 
per day on pharmaceuticals research and development, 17 percent 
of sales here in the U.S. Some 70 percent of that investment relates 
to innovative new chemical entities targeted at cardiovascular dis- 
ease, Alzheimer's disease, AIDS, cancer, and disease-modifying 
antiarthritic drugs. Ciba-Geigy is firmly committed to the- research 
and development of products that address these most difficult dis- 
ease states, operating at the cutting edge of scientific knowledge. 
And to do so, Ciba-Geigy has increased its R&D budget by 98 per- 
cent over the last 5 years, far higher than its increases in prices at 
52 percent. 

But I know, Mr. Waxman, that you essentially accept all these 
aspects of our industry and that you want to address the specific 
question of our pricing practices. The factors affecting our pricing 
decisions are numerou nd diverse. They include the high degree 
of risk inherent in the research, development, and use of our drugs; 
the extraordinary expense and time required to bring a new prod- 
uct to the market; the significant need for continuing capital in- 
vestment to maintain state-of-the-art facilities to ensure regulatory 
I ompliance; the extensive funding of basic biomedical research out- 
side the company; and the expenditures necessary for the educa- 
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tion and informational activities for both medical professionals and 
patients, and, of cc ^rse, the competitive environment we Lve in. 

Individual product, pricing reflects the value of the therapy pro- 
vided and the competitive profile of the drug. But overall, our pric- 
ing must reflect a balance between our need to generate revenues 
to cover our operational costs, to fund our aggressive R&D pro- 
grams, and, of course, to earn a reasonable profit. 
. '^v ^^^^ pricing decision is a complex process. The competi- 
tive health care marketplace pits relatively low-cost prescription 
drugs gainst higher-cost alternatives such as surgery or v^ixtended 
hospital stays. And even witnin the prescription drug component of 
the health care market, pharmaceutical products compete in a 
therapeutic category against new classes of drugs, new chemical 
entities, established brand medications, and generics. 

The cost of doing business has increased. Operational costs con- 
tinue to grow as a result of increases in employee compensation, 
the need for a higher caliber of scientists and scientific equipment, 
and the need to hire more people to meet the ever more demanding 
r^latory requirements, and these include both FDA pharmaceuti- 
cal requirements as well as Federal and State environmental re- 
quirements. 

At the same time, the changing composition of the health care 
market has expanded the number and nature of the individuals 
participating m the drug selection process, and this has resulted in 
the need for incremental exp .nditures to reach the new and differ- 
ent players m the marketple le. 

Innovation is the key succ 3ss factor for our industry. Companies 
that do not successfully innovate will not survive. And as a result, 
companies invest heavily to bring new products with added value 
u^"i J ^ ^^^^ ^ continuously striving to add value to their 
established products with new indications and more convenient 
dosage forms. 

In summary, therefore, pharmaceutical drugs are the moui effec- 
tive way to control total health care costs. Pricing in the pJiarma- 
ceutical industry is complex and dynamic. It has to take into ac- 
count many factors— the value of the therapy provided, the com- 
petitive profile of the product, the extraordinary expense and time 
required for research and development, the high degree of risk in- 
herent m our industry, increasing regulatory requirements, the 
capital mvestment required, the cost of education and information 
tor the physician, medical administrators, pharmacists and pa- 
tients. Innovation is and will continue to be the key success factor 
tor our industry and a corresponding benefit to society. 

Balancing all of these considerations, Ciba-Geigy believes that 
our pncing practices have been reasonable and juetified. 

I thank you for your consideration. 

[Mr. Watson's prepared statement follows:] 

Statement of Dougus G. Watson 

I. INTRODUCnON 

. The Pharmaceuticals Division of aBA-GEIGY Corporation offers this testimony 
in r^nse to a re<^ue8t from the Subcommittee on Health and the Environment 
regarding our pnce increases for prescription drugs during 1981-86. Faciors affect- 
mg pncing decisions are numerous and diverse. They reflect a balance between our 
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need to earn a reasonable profit in a highly competitive marketplace and our need 
to fund a sufTicient amount of research and development to advance medical treat- 
ment 

Being a profit-making enterprise is entirely consistent with being a responsible 
corporate citizen. aBA-GEIGY is certainly concerned about the impact f the 
prices we charge for medications, a. i we are proud of our record of accomp.^nment 
and service. The benefits and cost savings which our products have brought to mil- 
lions of patients are profound. 

In addressing the issue of price increases, several factors must be considered: 

• The Ikigh d^reeof risk inherent in the research, development and use of new 
chemical entities (NCE's); 

• The extraordinary expense and time required to bring new products to the 
market; 

• The significant need for continuing capital investment to maintain state-of-the- 
art facilities and to ensure regulatory compliance; 

• The extensive funding of basic biomedical research outside the company; 

• The competitive environment, including both drug and non-drug alternative* 
therapies; and 

• The expenditures for education and imormation activities for both medical pro- 
fessionals and patients. ^ 

Balancing all of these considerations, aBA-GEIGY believes that oui price in- 
creases over time have been reasonable and justified. 



The development of new drugs is a high-risk business, it requires the outlay of 
massive expenditures for research and development, with very uncertain prospecte 
for return: 

• Only one in approximately 10,000 new compounds synthesized is approved by 
the Food and Drug Administration (FDA); 

iheFm^ percent of the NCE's tested in humans are fir ally approved by 

• The average time required for a new drug to progress from synthesis through 
development to approval is now more than 10 years, roughly double the time re- 
quired in the mid-1960 s. 

• Two out of every three drugs introduced in the U.S. market since 1970 by all 
pharmaceutical companies have not realized profite sufficient to recover research 
and development costs (Grabowski. 1982). 

The^timated cost of research and development for each NCE requiring an ap- 
proved New Drug Application (NDA) is over $100 million. In contrast, the average 
cost of prepanng a generic product for market under an Abbreviated New Drug Ap- 
plication (ANDA) IS estimated at $250,000. 

Future Research Holds Even Higher Risks. Average expenditures of time and 
money contmue to increase. As research expands into the "cutting edge" of science, 
such as the search for treatments for AIDS, Alzheimer's disease, cancer or for dis- 
ease-modifying anti-rheumatics, coste rise significantly. Industry has greatly in- 
creased expenditures in order to expand the basic biomedical knowledge necessary 
to develop drugs for these more complex illnesses. In addition, because Federal fund- 
ing has decreased in recent years, the U.S. pharmaceutical industry has increased 
Its share of the funding of biomedical research and development. Indeed, it is pro- 
lected that the pharmaceutical industry will fund more health research in 1987 
than wUl the National Institutes of Health. The increased coste associated with 
basic research do not tell the whole story, however. The risks inherent in pharma- 
^utical research are related to the low probabilities of a synthesized compound 
being approved for sale in the U.S. market. 

Unexpected Risks In Using A Drug. Risk does not end at the approval of a new 
drug. It just changes form. Drugs that look promising in the lab and in clinical 
tnals sometimes have a rare, unexpected side effect that shows up only after a large 
v^H^?^^ of .P^^i^"*® *^^ve been on therapy. Adverse reactions may result in product 
liability suite. In view of the prohibitive coste of product liability insurance and the 
unrestrained coste associated with defending such suite, product %bility concerns 
reprint a serious risk for the pharmaceutical industry. In some cases, such as re- 
search on drugs for diseases affecting the reproductive system, the risks of doing 
research outweigh the benefite, and further research efforts have 'jeen terminated 
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III. CIBA-CEIGY'S experience: COMMITMENT TO RESEARCH 

IV. aBA-oDort coimuBtmox. to hmitb, hbsiuch. «ki> locim 
p^-hnprovements In Drug Therapy 

^^'^SlinuSAS^i^'t^J^'^'A^ P""*^""**^ advances in 

dio^iS^^A&y-^^^^^^^^ treatment of car- 

1 i^l r!^ advanced drug delivery potassium su^lement in the world- 

fuJctio'n SdiiTdl^t^X^^^^^^ to significantly 'reduce cognitive dys- 

redu^'thelLorSdS nS^ 'KT''^' ^"^'"^ significantly 

sul^eJ&glJlt^neTdt^ran'^"""'^' "^""^ ^''^ those patients 

• the first human calcitonin, for the treatment of Facet's disease 
nl^cJ7eSK^rtsT?''=n.? deHvr^i^^r^nd dosage forms 
compliaS^f a„d?^7eHvenV3^tinf Patches improve patient 

reduce adveree regions ^ -nedication at a more consistent rate, may help 

oi^Lxir^nJIrX-^^^-^^^"^ if.fflJ'inK "ew treatments for disease 
the development ofVuch drS^Howp£? ^^ significantly facilitated 
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B. CIBA-GEIGY: A Contnhutor to Health Care 

CIBA-GEIGY's contribution to better health care is not limited to our own re- 
search and development activities. In 1986 and 1987, approximately $7 mUlion has 
been, or will be, given to universities and research foundations to fund b^ic biomed- 
ical research, not linked to studies in support of a particular NDA. Another %l mil- 
lion has been or will be contributed to other medical institutions, professional orga- 
nizations, diseaseoriented consumer groups and other nonprofit institutions. ^ 

CIBA-GEIGY*8 innovative programs recognize the importance of the patients 
participation in optimiang health care. In the past 2 years, we have conducted a 
series of dialogues with consumer interest groups to explore the public s view con- 
cerning such topics as improvements in drug therapy and the delivery of health 
services in a cost containment environment. The purpose of these sessions is to 
better understand tLs needs of the consumer and to help target our activities to 
meet those needs. _ . , , , , , xt y •% 

CIBA-GEIGY's $1 million contribution mitiated the landmark National Council 
on PaUent Information and Education (NCPIE). The purpose of this highly-respected 
organization is to provide consumers with the information they need and requ^ 
^ut prescription drugs. Enhanced communication can help consumers take medi- 
cines more safely and effectively, help patients get better faster and avoid sid^f- 
fects, reduc? hospitalizations due to drug Interactions, and increase patient satisfac- 
tion with pro.*es8ional care. Recently, NCPIE has established a special program to 
improve the How of information to the older patient, who generally bears a greater 
risk of responding poorly to drug treatment. 

V. PRICING IN A COMPETTnVE ENVIRONMENT 

Prescription drug pricing is a complex process. The competitive health care mar- 
ketplace pits relatively low-coet prescription drug products against higher-cost alter- 
natives such as surgery and extended hospital stays. Even within the prescnption 
drug component of the health care market, pharmaceutical products compete in a 
therapeutic category with new classes of drugs, new chemical entities, established 
brand medications and generics. 

New products with added value entering the market at higher prices impact the 
unit volume sales of the established brands. Slower growth or decline in unit 
volume may result in price increases for established brands in order to continue to 
support the funding of critical research and development objectives. C^ntmued de- 
velopment of established products through new indications and new dosage forms 
increases the value for the patient of established products compared to the competi- 
tion. Increased value may result in increased price. i -x. r 

The changing composition of the health care market increases the complexity ot 
pricing decisions requiring sufficient flexibility to meet the variations in the com- 
petitive environment. This changing composition alio expands the number of cus- 
tomers participating in the drug selection process, thereby requiring incremental ex- 
penditures of funds to reach the new and different players in the marketplace. 

Pricing of prescription pharmaceuticals must address all of the factors described 
above and result in sufficient revenues to fund continued investment in research 
and development and to Tiaintain our position in an intensely competitive environ* 
ment with a reasonable profft. 

VI. DRUG therapy: a cost effective approach to health care 

Prescription drugs account for a relatively small and decreasing proportion of the 
totel health care dollar, totalling about 7 percent in 1986. Yet, prescription drugs 
are an excellent means of controlling health care costs. Their contribution to health 
care cost containment far exceeds the cost of prescription medications to the pa- 
tient. Under the current system, we fmance the treatment of diseases in their acute 
stages. Nevertheless, under numerous public and private insurance progranw, we 
fail to provide the adequate coverage for those prescription medications capable of 
reducing the more expensive components of health care costa. 

To control total health care costs, it would be wise to facilitate access to, and 
proper use of, prescription drugs. Careful drug prescribing by physicians and consci- 
entious compliance by patients can minimize the number of physician visits and the 
cost of hospital care. Drugs can reduce the need for more expensive surgery and can 
help ensure the success of necessary surgery. For example, administration of a 
CIBA-GEIGY drug immediately following a heart attack significantly increases the 
prospects for successful recovery and reduces the possibility of a recurrent l.eart 
attack— and another expensive hospital stay. 
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VII. CONCLUSION 



of'JS^tr dX«"rj^te§";e'tt^^^^^^ r " J^t'l^ contributions 
ago K Sva^e ^S^t'r^^^eSt&^'d^^^ 



po riant medications to the public. 
Thank you for your consideration. 



Mr Waxman. TlJankyou very much, Mr. Watson. 
Let's hear from Mr. O^Neill. 

STATEMENT OF DONALD E. O'NEILL 

A^^' ?w ^ O'NeUl. I'm executive vice oresi- 

dent of Warner-Lambert Company. For vour infcVmatinn w«^^^ 

iSJ?than7.t^' 'i/^ TnYJonSTvls&n 

tSX ntfnJi -^^ "P^'^i*" approximately 100 ma^ac 

turmg plants and mainiain research centers on 3 continents Our 

gSKf ou^'faTlT''^ ^"S^-r contribu?^ apr?oStely%' 
percent ot our $3.1 billion worldwide revecue. These jales arp aan 

f™vOT*'^''y Parke-Davis Unit/^hoslT20^e1r^C 

18 marked by significant medical contributions ^ ^ 

w^onTof tfc fitS^^"^ ^"^'^ Biological License No. 1 and 
mSiS rLa^if^-^ ""^'^"^''^.^'"P'"'^ *° ^ dedicated to 

fctElstry^^^^^^^^ '^^^ - significS^^lLS 

cointe 'ZouS^ffitvf '"r^' allo^'ances and dis- 

^„r»*' ^"""^^ to less than 5 percent. In contrast, our research 

incS vob 15 ^ ^ miUion. On a dollar basis, our 1986 price 
increase volume and our research increase were approximately the 

miTi^f "f"™^*^ reflect Parke-Davis' substantially greater com- 
mitment to research and development activities. SiSr?984 S. 
search and development investment has increiS at a Seater rate 

SnTifi^ f *"?*®'* perspective, we are presently ir^ 
^mo^'J? P®""**",*, pharmaceutical sples behinTR&D nro- 

grams. The overall mdustry average, as you know, S ifSrcSt 

An^ A^ff P'T^ °» « worldwide basK of 

Ann Arbor, MI, and we operate major research centers inthe U K 
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Germany, and Canada, as well as development laboratories in 
Japan, France, and Australia. In addition, over the past several 
years, we invested $100 million in new research laboratories in 
Mich^an, New Jersey, and Germany. 

But research isn't our only escalating cost factor. Take liability 
insurance, for example. In 1981, we paid a premium of $3 million 
for $200 million of coverage. This year our premium is $10.6 mil- 
lion; our coverage is $175 million, but to make that happen, we had 
to self-insure the first $25 aillion. 

The aim of our research effort is to develop unique, patentable 
compounds which advance medical therapy and which provide a 
return to the corporation and its investors. We have concentrated 
on such disease states as atherosclerosis, cardiovascular disease in 
general, and cancer. We are pleased to report that several of these 
programs, including our 12-year coronary heart disease study in 
Finland, promised to help change medical practice. 

But that's only part of the story. An important segment of our 
research effort is directed towards other life-threatening diseases 
affecting smaller portions of our population. Earlier this month, 
the lead article in the New England Journal of Medicine reported 
that an experimental drug had achieved a 96 percent response rate 
among leukemia patients. The drug was Pentostatin; ^thesized in 
our IcSwratories in 1964, and over the past 20 years, we have evalu- 
ated the compound in a wide range of viral and cancer conditions. 
It always showed promise, but not at the level that regulatory or 
medical authorities would deem significant. Still we persisted. This 
month's report was highly gratifying. 

Or take Trimetraxate, This is a compound whose activity against 
small-cell lung cancer looks very promising. In the course of our 
pharmacology, we discovered that its mechmiism could provide ad- 
vantages to natients with pneuroopystis. As you may know, this is 
the infection' that frequently claims the lives of AIDS victims. 

This aspect of our AIDS research program is now underway, in 
concert with the National Cancer Institute. 

Over the past 10 years, Parke-Davis has conducted leading edge 
research on learning disabiHties. These range from children s dys- 
lexia to Alzheimer^ disease in adults. Based on that research 
record, we are now part of a team testing an experimental com- 
pound against Alzheimer's. 

Research also continues on products that are already on the 
market, even those off-patent. Meclomen is a good example. This is 
an nsaid developed by Parke-Davis in 1967. According to n FDA 
report, it combines effectiveness with one of the best side effect 
profiles. 

After getting meclomen on the market, however, we didn't stop 
our research and regulatory effort behind it. We now have three 
supplemental claims before the FDA involving analgesia and vari- 
ous menstrual discomforts. And we also have programs at Ann 
Arbor aimed at producing injectable, sustained and immediate re- 
lease product forms. 

Meclomen is not a big product— less than $30 million this year— 
and it does have significant generic competition. Its patent expired 
tlu-ee years af^o, but since new dosage forms provide an opportunity 
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tor better patient compliance and ease of administration, we'll keep 
at it. 

Our ability to develop new dosage forms was part of our ration- 
generic division last year. The Waxman- 
Hatch BiU of 1984 has significantly altered the marketp.'ace. Last 
year, some 600ANDA's were approved by the FDA. In conc^ast, ap- 
provals for NCE's, new chemical entities, amounted to 20. 

The opportunities for Warner-Lambert are obvious. We have 120 
yeare of pharmaceutical know-how, manufacturing expertise, and 
marketmg experience. We have the ability to transform older com- 
pounds into more el^ant dosage forms, irxcluding injectable sus- 
tamed-release and IV formulations. 

As a 37-year p^ticipant in the pharmaceutical business, I'm 
proud c. our industry's achievements. Newsweek has called our 
products enchanted substances," which give physicians .'heir first 
true power to cure. The extension of life since 1950— more impor- 
tantly. Its unproved quality— is a direct fimction of our i-esearch, 
research that provides value that cannot readily be measured. 

In that sense, I don't believe it is statistically fair to focus on a 3- 
to 5-year period of pricing history, nor do I believe it is fair to focus 
on the price of a single product without reviewing an entire line of 
hundreds of mdividual items. If we are going to compare drug 
prices with the CPI, let's look at the record since the index was cr^ 
ated, and lets also look at the validity of using an index that is 
h^vily influenced by enei^ and transportation costs. 

If you subtract these two elements, I a-n told that the CPI rose 
4./ percent last year, and that was precisely Parke-Davis's increase 
last year. I would also like to point out that the CPI does not meas- 
ure advances in products or technology. 

However, I'll leave these discussions to the economists and the 
more learned among us. I suspect they could validate the billions of 
dollars generated by lives saved, surgeries avoided, and hospitaliza- 
tions shortened by the intervention of those "enchanted sub- 
stances. 

The fact is that the fruits of pharmaceutical industry research, 
operatmg in a free market, have contributed importantly to every- 
one in this room today, and with your help, Mr. Chairman, and 
your committee, we'll continue to serve. 

Mr. Waxman. Thank you, Mr. O'Neill. 

Mr. Clark. 

STATEMENT OF PAUL N. CLARK 

^u^^S^^^- ™oming- My name is Paul Clark, president of 
Products Division of Abbott Laboratories. 

Mr. Chairman, on February 20, you asked a number of specific 
questions about Abbott's sales revenues, marketing and R&D ex- 
penditures. As you know, we have submitted confidential responses 
to th(»e inquiries, so we will not attempt to comment directly on 
those today. However, to give you and the committee a perspective 
on Abbott Laboratories and the markets we serve, I would like to 
make some general comments. 

Abbott is proud to be able to provide patients with a broad line 
ot high quality, cost effective prescription drugs. U.S. prices for Ab- 
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bott's prescription drugs on average have declined over the past 2 
years and since 1981, the average price increases for U.S. prescrip- 
tion drugs increased only 1 percent per year. 

I want to point out, however, that Abbott is much more than a 
prescription drug company. Abbott Laboratories is unique in that it 
has one of the most diverse lines of health care products in the in* 
dustiY. This includes diagnostics, hospital products, medical nutri- 
tionals as well as prescription drugt. In fact, over three quarters of 
our annual sales come fh)m health care products other than pre- 
scription drugs. 

To remain competitive in these ncultiple markets, we must con- 
tinually generate new technologies that not only improve the qual- 
ity of patient care but are cost effective to health care providers as 
well. This means we must make a substantial commitment to re- 
search and development directed at high quality, cost effective 
products in a variety of health care categories. 

Abbott's total R&D expenditures have increased significantly in 
recent years. Last year, Abbott spent $285 million in research and 
development, an i *crease of 18 percent over 1985. During the last 5 
years, our R&D investment has grown at an average annual rate of 
20 percent, much higher ^han our comparable increase in sales. 

A large portion of Abbott's total R&D expenditure went to devel- 
oping new diagnostic tests for hepatitis, cancer and AIDS and other 
important disease conditions. This effort has achieved results. For 
example, Abbott was the first company to market a test for anti- 
bodies for the AIDS virus. We are now marketing more sensitive 
and selective antibody tests in the U.S. and Europe. 

This year we expect to seek FDA approval for a test that detects 
antigens to the ADDS virus. Thr antigen test is importauit because 
it detects the presence of the AIDS virus in the y ood much earlier 
than the antibody test and also provides a clear indication of who 
is likely to actually contract AIDS. 

Abbott has also made a substantial commitment to R&D aimed 
at prescription drugs. Our prescription drug R&D expenditures 
have increased 128 percent since 1981, a significantly higher rate 
than our sales gro;vth. These R&D figures do not include research 
done with other companies, joint ventures, nor do they include 
other expenses that are normally absociated with intensive re- 
search efforts. 

About 80 percent of Abbott's prescription drug R&D expendi- 
tures can be attributed to new chemical entities. This does not in- 
clude what we spend on improvements in dosage forms that lead to 
better patient compliance and research on already approved prod- 
ucts for new treatments. 

A recent result from our prescription R&D efforts includes 
Hjtrin, the first once-a-day prescription drug in the antihyperten- 
sive alpha-blocker category, that we expect will receive FDA ap- 
proval this year after 12 years of costly R&D efforts. 

Also pending approval is TRH, an orphan drug for the sympto- 
matic relief of Lou Gehrig's Disease. We are already marketing an- 
other orphan drug, Panhematin, for the control of a hereditary 
blood disorder that attacks only about 5,000 women annually. Later 
this year we expect to file a new drug application for Surfactant 
TA, the first drug to treat hyaline membrane disease, a ri=*spiratory 
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disorder that is the leading cause of death among premature 
babies. Each of these products, by the way, is a new chemical 
entity. 

In summary, Abbott Laboratories is a broad based health care 
company that invests heavily in research and development. This 
effort has produced a diverse and continuous flow of new health 
care technologies ranging from prCvCription drugs that treat cardio- 
vascular disease and medical nutritionals that speed patient recov- 
ery to devices that monitor critically ill patients and diagnostics 
that detect antibodies to the AIDS virus. 

Abbott has invested substantial funds for the discovery and de- 
velopment of new and better prescription drugs. At the same time, 
Abbott's prices on average in the U.S. have increased 1 percent per 
year over the last 5 years, far less than the rate of inflation. 

This completes my testimony. 

Mr. Waxman. Thank you very much, Mr. Clark. Mr. Shoff. 

STATEMENT OF HARRY SHOFF 
Mr. Shoff. Mr. Chairman, members of the subcommittee, I'm 
Harry Shoff, president of Winthrop Pharmaceuticals, the ethical 
pharmaceutical division of Sterling Drug. I will summarize my 
statement. 

I welcome this opportunity to point out that more than 54 per- 
cent of Winthrop's sales are in the hospital segment of the market. 
In fact, our largest selling product, Omnipaque, a contrast media 
agent used in hospital radiology, is not a pharmaceutical product 
and IS not sold in drug stores. 

Winthrop is a research oriented company dedicated to health 
care mnovation. Pharmaceutic^ research is both risky and expen- 
sive. In 1970 it was estimated that it took 5 to 7 years and cost $3 
to $v million to develop a single marketed product. PMA's figures 
suggest that today it will take approximately 7 to 10 years and cost 
well over $100 million to develop a marketed product. It also 
should be noted that in terms of a company's economics, there are 
many more failures than successes. 

As a percentage of total prescription sales, our research and de- 
velopment expenditures exceed the industi y average and have pro- 
duced such products as In^cor for acute congestive heart failure 
and Modrastane for the treatment of Cushing's disease. Modras- 
tane IS a very small market for sure. However, to the 5,000 suffer- 
ers of Cushing's, it is very important. 

Nearly all of Wmthrop's prescription products compete in small 
markets. They are niche products for acute care which address the 
in\Portant medical needs of a small part of the population. 

Wmthrop s contribution to the future of pharmaceuticals is excit- 
ing. Allovr me to highlight just a few of our current research 
projects. 

We recently submitted an NDA for Corotrope, a new caidio\as- 
cular agent with vasodilating and inotropic properties for the treat- 
ment of a broader segment of the population with congestive heart 
failure. We continue to develop new and unique analgesic agents 
that will control pain without gastrointesth al side effects and 
physical dependence. 
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Most of our Jurrent product line are off patent. One such prod- 
uct, Dsnocrine, is used in the treatment of endometriosis, a painful 
disorder that can lead tc infertility. We treat annually 30,000 
women of child bearing age. Sui^ery is the alternative therapy, a 
much more costly option. 

We also have funded a major university to develop a non-inva- 
sive diagnostic test for endometriosis which is currently diagnosed 
by laparoscopy at a cost of $1,500. Our new diagnostic test unit 
should be a fraction of this cost. 

Mr. Chairman, the daily cost therapy of almost all of our prod- 
ucts is substantially less than competing therapies. Further, for the 
period 1981 to 1986, Winthrop increased prices for all products an 
average of 8.8 percent. Our research and development expenditures 
were up 9.2 percent. In fact, Winthrop's R&D expenditures as a 
percentage of total U.S. prescription sales greatly exceed the indus- 
try average. 

As Mr. Mossinghoff has pointed out, exploding costs of insurance 
coverage has affec^^-J the price of pharmaceuticals. TTie availability 
of Winthrop's insurance coverage decreased substantially for 
events occurring after July 1985. We are essentially self insured for 
liability coverage. Millions of dollars of reserve funds have been set 
aside for such protection. Capital costs are another factor. 

We have underway a multi million dollar capital improvement 
program to modernize our research facilities for drug discoveiies. 
Winthrop is committed to the discovery and development of new 
and superior compounds in areas of important medical needs. 

Our products have an important place in their competitive mar- 
kets and our decisions reflect our business environment. 

Mr. Chairman, thank you for the opportunity to express my 
views to the Subcommittee. 

[The prepared statement of Mr. Harry ShofT follows:] 

Statement of Harry Shofp 

Mr. Chairman and members of the subcommittee, my name is Harry rioff. I am 
President of Winthrop Pharmaceuticals, the prescription drug division i . Sterling 
Drug, Inc. My testunony today is in response to your letter of March 23 requesting 
that we appear and address the subiect of recent prescription price increases. 

Our business is currently focusea on cardiolo^» radiology, obstetrics/gynecolo^c 
medicine, and nalgesics. Our largest selling product, Omnipaque, a contrast media 
agent used in hospital radiology procedures to produce better visualization in X* 
rays, is not a pharmaceutical product and is not sold in drugstores. In fact, more 
than 54 percent of Winthrop sales are in the hospital segment of the market where 
diagnosis related groups and pharmacy and therapeutics committees act as effective 
cost control measures. 

Winthrop is a research-oriented company dedicated to health care innovation. 
Pharmaceutical research is both risky and expensive. In 1970 it was estimated that 
it took 5-7 years and cost $3-$5 million to develop a single marketed product. 
PMA's figures suggest that today it takes approximately 7-10 years and costs well 
over $100 million to develop a marketed product. It also should be noted that, in 
terms of a company's economics, the successful drug must cany the cost of failures, 
that is, the compotaids for which testing was initiated but abandoned. 

As a percentage of total prescription sales, our research and development expendi* 
tures exceed the industry average and have produced such products as Inocor for 
acute congestive heart failure and Modrastane for the treatment of Cushing's dis- 
ease. 

Modrastane (trilostane) is currently marketed by Winthrop for the treatment of 
Cushing's disease, an illness of hyperfunction of the adrenal glands. Modrastane is 
not a well known drug. However, to the 5,000 sufferers of Cushing's, a particularlv 
debilitating disease characterized by obesHy and muscular weakness associated w.th 
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adrenal or pituitary dysfunction, it is very important A vety small market for sure 
but a compound with potential for other indications. ' 

We are conducting clinical studies with Modrastane in the management of meta- 
static breast cancer in post-menopausal women. manugemeni. oi meia 

■.ii„Jfi^'''t *^?*'S"*'°? *i the future of pharmaceuticals is exciting, if you will 
allow me to highlight just a few of our current research projects. 

uaZ^ SJt""^-!."}"?'*'^ ^ f""" Corotrops (mUrinone), a new cardiovascular 
agent with vasodilafang/motropic properties for the treatment of a broader »Egment 
of Uie population with congestive fieart failure. Clinical studies with CorotrJ^lS. 

"^"^ tolerance for the cardiac patient ^^ithout 
w^nf^ TJ?*?"- We "ay take for granted something m common as 

ten'Jfn^o"*'** •'"^ ^""^ «^<= Patient, that ca^be a chdleng^ 

We conUn-.ie our effort to develop new and unique analgesic agents. WIN 48908-6 
B one of these compounds that wUl control pain of m.ildXmod^tely severe toten- 
S!nHli:!j^°«* ^u"**^.!??^ side effecte aniwithout the expectation of physicSdl 
f^t^^- l*'^^^ inducted wliich suggest that^ compoviidmay st 

lectiyely mhibit brain prostaglandin svnthesis. "»i~uuu may se- 

nr~>lL^*^£H"^''' °^ nearly all of Winthrop's currently marketed prescription 
fS^^.i^ they compete m small markets. They are "niche" prolu^h ch 
addTMS the unportMt me<&cal needs of a smaU part of the population, and general- 
^ are not mdicated for chronic Ulnesses. Wintlwop's produdts are lied foV acute 

Most of our products are off-patent. For example, Danocrine, an off-patent product 
product. IS used in the treatment of endometriosis, a little kniwn but^adnfu^^" 
^ 'J^t'^i^- P=««"t population that we tr^tWi«Ilf L 
aAout 30,000 women of childbearing age. The alternative therapy available toOnfeP 

J^a"aSno^^'^2:' ° "^'^ '^'^ 

tio^ fal*!w.^fn!ff «»?°>ft«ent with the American Endometriosis Associa- 
wZo„ d^nunate appropriate mformation about this disease category to young 
women. This commitment took the form of an educational caauaSi m nntiomil 

~iSSd^':?S*' '""^ '^Jj^; tetweerflnfe'l^ili^aKd^mSk 
rr..L^ * • u° university to develop a non-invasive diagnostic test 

I^Lf"^""'®*!?,'*" which should dramatically increase correct diagncSsVf the ^ 
ff?i«S'™"il31:i°°'''^?*"'*'* w diagnosed by laparoscopy at a cost of approximate- 
ll^yf^^^^ P^' "^^ duignostic test unit should be a fraction of thU^ 
on -..^^n":^"*^^ Bcr^ning by primary care physicians. In additio.:, we are 
wortang on sustained-release dosage fbrms for Danocrine which should reduce costs 
wlule providing equal efficacy with fewer side erects. 

Iv ^' °^ *®?Py °J aJ™*** a" of o""- products is substantial- 

Drii^fnl^i ^^if"* therapies. For the period 19S1-1986, Winthrop increased 
«nH^o™L^' products «i average of 8.8 percent. By contrast, Winthrop's research 
kn^i w'°??®"J «P«n<l»tyres/urinK the same period were up 9.2 penSnt. aTvou 
nr;^"*-^'^'"' 'T^^ development expenditures as a perSSe of t^te^ 
U-S; prescription sales greatly exceed the industiy overage. »«"-«»"«5e oi loiai 

ihe escalating cost of research has been documented as a maior <"°-tor which dP- 
TT ^iS'^ «^ other element- to coMider. ^ 

in^^i?S^^'^V^ P*""**** statement for the PMA, the spiraling 

of insurance coverage is another example of a very reiTfecto? 
S P*?^ °^ marketed products, including phamaceuticaS In St 

-^f ' contmuipg general decline in the availability of appro^te 
cl^^^HilTT'^ "^f^"^- ^ ° Winthrop's insurance coverage d^ 

creased subetantally for events occurring after July 1985. Thus, Winthroo is Msen^ 

i^Juf&r' ^V^^^^- "'verage.V had to'^sit a^ide miinoSs of dolta^fn 
•«serve funds for such protection. ui 

im^Sl^^"!** ^"o*®'" faptor We have underway a multi-million dollar capital 
improvement program to modernize our research facilities for new drug diswvery 
"""""t*^ ^ the discovery, and development of new and thelfpTuU: 
v^-^fTn™!; """P?""''* to be markete/in areas of iinportant medical need, 
nete ^nH^^r n^f^^" ^"JP"-'^* P'«<=® markets in which they com- 

P™"? reflects the business environment in ^hich we operate, 
mitte^ ' opportunity to express our views to the subcom- 

Mr. Waxman. Thank you, Mr. Shoff. 

Mr. Mossinghoff, let me start with you. I want to agree with you 
that modern medicmes have made a very important contribution to 
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our Nation's health and we are holding this hearing precisely be- 
cause drugs are essential to millions of Americans, but the medical 
importance of drugs does not explain to me why companies have 
raised their prices at unprecedented rates. 

At our July 1985 hearing and since, you and your member com- 
panies have msisted that you have had to raise prices in order to 
spend more on research and development. Of course, that holds the 
promise for new breaJithroughs and we all want to support in- 
creased research and I'welopment. 

As you know, our • imittee conducted a survey to evaluate 
this claim. We comps' itie increases in R&D expenditures with 
the increases in revenues due to price increases and quite frankly, 
your industry's own data don't support your claim. As you also 
know, we surveyed 24 of your largest companies which account for 
roughly % of the industry sales. 

We found that in 1986, they raised R&D by $400 million but we 
further found that they generated over $1 billion from raising 
prices, several times wnat they needed to cover R&D increases. 
Moreover, between 1982 and 1986, while R&D expenditures rose by 
$1.6 billion, revenue from price increases jumped $4.7 billion. 

It's clear to me that based on what your members have furnished 
to us that their prices are far in excess of what they need to fund 
the increases in research and development. 

In view of these figures, how can you insist that research and de- 
vdopment explains the industry's enormous price increases? 

Mr. MossiNGHOFF. First, Mr. Chairman, let me say that I know 
Tve never said that all of the money resulting from price increases 
went into research and development. Research and development 
expenditures is one of the key areas where our companies are in- 
vesting more and more, as my charts have indicated. I have not 
had a chance to look at your staffs report. For example, I don't 
know whether the $4.7 billion is before or after taxes. 

Do you know the answer to that? That would make a big differ- 
ence. If it is just revenues from sales, obviously the companies have 
to pay taxes on those revenues. We are a very high taxed industry 
among other industries. 

Mr. Waxman. On the other hand, we could calculate that we 
give R&D tai credits for the research investments that the compa- 
nies make. At any point, what you are saying to me is that you 
agree with the fact that the increases in prices were in excess of 
the R&D costs and your point is R&D costs are only one of the fac- 
tors? 

Mr. MossiNGHOFF. But it's a very important factor in the in- 
creases in prices, I imagine. Let me say at the outset, Mr. Chair- 
man, that one of the things that a trade association must stay far 
away from is pricing policies of our members. We don't discuss 
prices at PMA. PMA plays no role in the setting of prices. 

To fund the enormous increase in research and development, 
that is a key factor in the increase in prices. It obviously pays 
taxes. It pays for all the other increases including product liability 
and the rest. 

Mr. Waxman. They have to pay taxes. They have to pay for 
product liability insurance. They have to pay for all the work done 
by their employees. Tliey are^aJso paying for an increase in promo- 
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ti^nd costs that is equivalent to the increases that are now going 
into R&D. In fact, you and your members have insisted that recent 
jumps in prices should be attributed primarily to the need to 
expand R&D but if you look at the figures that have gone into in- 
creases over the last 5 years, from 1982 to 1986, your members 
l?^c ^ bilhon on marketing and detailing, while spending 
$12.5 billion on R&D. In effect, they have spent more on marketing 
and detailing then on R&D. 

It seems to me that that ought to be very much on the table, and 
we ought to recognize that when consumers are being asked to pay 
these ever increasing enormously high prices far in excess of the 
increases in any other product or service in this country, that they 
are paymgcertainly for R&D increases, but that's only a small 
part of it. They are also paying an equivalent amount and in some 
cases even more for the marketing and detailing of these drugs. I 
want to go into why that is the case. 

I^t me ask a question of Mr. Watson. Mr. Watson, you and sev- 
eral other witnesses compared statistics in a way that I find ex- 
tremely misleading. At two points in your testimony you stressed 
that Ciba-Geigy's 1981 to 1986 rate of increase in spending on re- 
search and development was higher than its 52 percent increase in 
prices, but any comparison of these percentages without knowing 
me actual amounts to which the percentages apply is meaningless. 
That is, without knowing the actual dollars involved, someone 
readmg your testimony might conclude that you actually spent 
more money to increase R&D than you received from price in- 
creases. 

In fact, the opposite is true. Isn't it correct that your company 
received many more times the amount of money from price in- 
creases than it spent to increase R&D during the period^ of time 
you cite? 

Mr. Watson. The simple answer to your question, Mr. Waxman, 
IS yes. It was certainly not my intention to infer to you that I was 
mcreasing R&D more, puttuig more dollars in than coming from 
price increases. The statistics nevertheless were correct, you look 
at the amount of money we invest in 1986 versus 1981, we have 
doubled our mvestment in R&D. 

Mr. Waxman. It seems to me to be misleading when you imply 
that a higher percentage of a smaller amount comes to more than 
a smaller increase of a larger amount. That's why we get this mis- 
leading notion that R&D is the reason why all thece price increases 

• ^fo^^^'^P^^^'' ^^^^ ^^^^ higher percentage increase 

in R&D and a lower percentage in the price of the drug. 

In fact, the increase for the cost of the drug more than pays for 
the increase in the R&D. 

T Mr. Watson. If vou would permit, could I address your question? 
I think you are asking a very simple question which is not an easy 
one to answer, how do we calculate the price increases. You have 
to recognize that our total 

Mr. Waxman. I was asking you specifically whether you in fact 
had a higher revenue produced as a result of your increases in 
prices as opposed to the amount of dollars you spent on research 
and development. 

Mr. Watson. Yes. 
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Mr. Waxman. Mr. Whittaker. 

Mr. Whittaker. Thank you, Mr. Chairman. 

I would Uke to direct my first questions to Mr. Shoff. You men- 
tioneu, Mr. Shoff, in your testimony, that most of the products you 
are manufacturing are off patent. Could you compare the pricing 
structure of your products with competing products? 

Mr. Shoff. Quite large on average after our price adjustments 
over the last 2 years. Our prices are still relatively competitive 
with the leaders in the marketplace. As an example, we have a 
product c^led Placquinil that is used in rheumatoid arthiitis. Plac- 
quinil on a treatment day cost is $0.70 to the patient. I found out 
just the other day that tne least expensive ride I can take on the 
D.C. Metro is $0.80, on a comparative basis. 

Like Placquinil, most of our products are used in acute care or 
severely ill patients and as such, they are very highly sophisticated 
and focused on a vei^ small segment of the market 

Mr. WnriTAKER. Would you comment on your reference on page 
4 of your testimony? You mentioned the niche products. Could you 
expand on that? 

Mr. Shoff. A niche product is a small segment of the population, 
a small number rf patients. Here again, let me give you an exam- 
ple. Inocor, which is a product that is used in hospitals, it's intrave- 
nously used, it is a pit)duct used for congestive heart failure, the 
end stages. Actually what it does, it gives and modifies the weaning 
heart to provide it with a few more aays or weeks in order for sur- 
gery to be performed. Inocor again competes in a very small nicl : 
market, few patients, very, very highly sophisticated type of drug. 

Mr. WnnTAKER. Thank you. I am going to direct my next ques- 
tion to Mr. Mossinghoff. 

What are the problems and your awareness with the Canadian 
licensing system for pharmaceuticals? 

Mr. Mossinghoff. Well, the Canadians have a system now that 
was enacted in 1969 in which in effect they take away all the ex- 
clusivity that goes with the patent and require compulsory licens- 
ing for virtually a nominal amount. It's a 4 percent rate of royalty. 
As soon as the compulsory license is issued, someone who doesn't 
bear the expense of the research and development, doesn't bear the 
expense of marketing, it's an educational effort with the physi- 
cians, the people that do not bear that expense are competing vnth 
them and pay only 4 percent to the pioneer. 

The Cana(uai*i are attempting to change that now. I think they 
see their system is not serving tnem well. It's the only such system 
in the world of compulsory licensing for pharmaceuticals and they 
are changing it now to provide some exclusivity, 7 years or 10 
years, depending on the circumstances, exclusivity to the pioneer 
inventor. 

We view that change as sknificant. They ciie moving in the right 
direction. On the other hand, even with that change, they will still 
fall far short of the protection given pharmaceutical patents in all 
of the developed countries of the world. 

Mr. Whittaker. The practical effect of that legislation that 
exists on the Canadian side then is what? 

Mr. Mossinghoff. The practical effect is it would not in any way 
support or be an incentive to research and development. I believe if 
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other countries with bigger markets were to Jopt that, you would 
see those charts where the research and development expenditures 
are gomg up. You would see those R&D expenditures turn sharply 
down. 

Mr. WnrrTAKER. Beyond just theory, that is experience. That is 
what Canadians are experiencing in practice? 
Mr. MossiNGHOFF. That's r:ght. 

Mr. WHrrTAKER. What do you see in the nature of the people who 
sue pharmaceutical companies? Are they generally people who 
have not received the drug or shonld not have received the drug in 
the first place or are they people who simply had an idiosyncratic 
reaction to the drug? 

Mr. MossiNGHOFF. I would say there are a numijer of cases of the 
latter where all drugs, if they are going to be effective, will produce 
side effects in some small percentage of the population. The physi- 
cian who prescribes the drug does in effect a risk/benefit analysis 
each time he prescribes a drug. I totally disagree with Mr. Gordon, 
the witness before. I think physicians do an extremely wonderful 
job in selecting just the right drug for the right patient and need a 
wide diversity. 

In any event, there are situations where the liability was found, 
enormous liability was found in cases where, for example, some- 
thing happened, a kidney problem occurred. There's one case 
where a kidney problem occurred. The company didn't warn 
against it but it informed the Food and Drug Administration right 
along of all the situations involved in the clinical tests and the 
Food and Drug Administration felt that the kidney warning was 
mappropriate. That r/as the basis, the lack of the warning that the 
drug manufacturer did not include on the labeling because the 
Food and Drug Administration found it to be inappropriate. That 
was the basis for liability in that case. 

We can give you any number of cases for the record to respond 
to your question, if you wish. 

Mr. Whittaker. Thank you, Mr. Mossinghoff. Mr. Chairman, 
thank you for the time. I would comment that I believe this is an- 
other example of why this Congress needs to address the product 
liability problem. It is impactmg on pharmaceutical companies. We 
have had testimony in this committee, particularly in the area of 
orphan drugs, in that our current court S3^stem js actually inhibit- 
mg products being available to consumers and the costs in some 
cases for litigation and insurance are outrageous. 

Thank you 

Mr. Waxman. Thank you, Mr. Whittaker. Mr. Wyden. 
Mr. Wyden. Thank you very much. 

Mr. Mossinghoff, if I might, we have worked together on a lot of 
legislation, drug diversion and a variety of other things. I want to 
work with you on this. To do that, we are going to have to take on 
some gut issues with respect to pricing 

Ine first issue I want to start with is the generic drug issue. You 
heard one of the earlier witnesses from the senior citizens' group 
who said the rate of the price increase for the generic drug is no- 
where near as h'gh as the rate of price increases for A brand 
named drug. 
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It's my understanding that at the last hearing on dr ? pricing, 
held by Chairman Waxman, you said that because you had been at 
the PMA fairly recently, that you couldn't take a position on 
whether the American public could be assured that generic drugs 
were as safe and effective as the brand name drugs. 

Given the fact that you have had a longer tenure here, could you 
now take a position on this issue. Ck)uld you give the American con- 
sumer the assurance that these generic drugs, which are going up 
in price at a less rapid rate than the brand names, are as effective 
and capable as a brand name? 

Mr. MossmGHOFF. Congressman, we worked very hard ^t PMA 
to produce what we think is a totally documented, totally responsi- 
ble statement to the Food and Drug Administration when they 
held their hearing, which I believe was back in October, September 
29 to October 1, 1986. This was the PMA submission. We would be 
pleased to make that available to the committee. 

It is our position that generic drugs can and really must be as 
safe and effective as the pioneer drug. The Food and Drug Admin- 
istration 

Mr. Wyden. But my question was: Are they? I want to know if 
PMA is going to give the consumer the assurance that they are as 
safe and effective. 

Mr. MossiNGHOFF. We have trouble with the Food and Drug Ad- 
ministration's tests for generic drugs in some therapy classes. In 
i*iany therapies there is a broad range of when the drug can be 
made effec^^ Ve. The Food and Drug Administration generally uses 
what is called a 20/20 test, and that is that in a given number, a 
couple dozen of healthy males, the plasma concentration of the 
drug must be within plus or minus 20 percent of the plasma con- 
centration for the pioneer drug. 

In some cases, that test, we think is not as sharply defined. It 
led, for example, in November to the Epilepsy Institute putting out 
a physician's alert sajdng that some anti-convulsant drugs were not 
effective, and it was not so much the switch from a brand name to 
a generic. What the Epilepsy Institute's alert had to do with v/as 
switching among generics or from a generic to a brand name. 

So I am not in a position. Congressman, to give you that assur- 
ance, and we are urging Dr. Young and Mr. Norris to address some 
of the issues that we raise in our submission to the Food and Drug 
Administration. 

Mr. Wyden. I would hope we could get a clear position from the 
PMA on the generic drugs smce there is no documented evidence 
of therapeutic problems with the generics, and we are going to 
hear from Mr. Norris later. 

One last question, which deals with the AZT and the fact that it 
costs $10,000 for a year's dose. I asked some questions of the Bur- 
roughs Welcome Company when they were here before, and I 
walked away with the conclusion that they were setting the price 
at random. When we tried to get into the specific questions of re- 
covery of R&D, my understanoing was their R&D costs were some- 
thing like $80 million and they were going to make $1 billion in 
the first year. They i eally didn't seem to have any calculations on 
how much Medicaid might pay. 
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The only conclusion I drew was they were not going to explain 
now they arrived at these figures. Here we have a situation where 
fu'^^^^rJ^^*^^ Americans are desperate. You are familiar with 
the suffering, I am, everyone is. What do you think of this situa- 
tion r^arding something that is so desperately needed, and the 
pnncipal company in the field won't explain how it arrived at the 
figures? Do you think that is acceptable in the pricing area? 

Mr. MossiNGHOFF. Congressman, I walk a long way around the 
pricing decisions of our companies and their marketing and expla- 
nations of pricing. PMA just doesn't get into that, nor can we get 
mto that. 

Mr. Wyden. But you think there is nothing wrong and that this 
is propnetary and they ought to be able to decide what they are 
gomg to charee. Yet when legislators ask them how they arrived at 
the figure, they shouldn't have to explain and they can just set any 
price thev want? ^ j j 

Mr. MossiNGHOFP. I really would have to defer to their judgment 
of what IS proper. Congressman. 

Mr. Wtoen. The only other question that I wanted to ask is why 
it seenis the drug pricing situation doesn't lend itself to a competi- 
tive market? It appears that in the past, competition among drugs 
that were similar drove prices down; now it seems to drive prices 
up. I am m favor of a free market for prescription drugs, but cer- 
tamly when I hear evidence like that, it doesn't seem the free 
marke^ works very well. 

Mr. M(^iNGHOFP. Congressman, as I point out in both my sum- 
maiT and my prepared statement, there is really a shrinking 
window of time during which the pioneer drug companies can 
recoup their research and development, their marketing expense, 
their educational expense, and that period is being narrowed, one, 
by the fact that the generic competition comes on exactly the day 
the patent expires, on the one side, and on the other side, despite 
the fine efforte of Commissioner Frank Young and John Norris to 
cut back on the time chat it takes to approve a drug, the facts are 
that those times are increasing. It is almost up to 3 years for new 
chemical entities. 

^o^^ narrowing period of time during which the recoup- 
ment of R&D and other expenses can be had. At the time of the 
patent term restoration legislation, there was a prediction by a 
scholar of the field that the patent term restoration ANDA legisla- 
tion would produce two kinds of drugs, those that are off patent 
and cheaper, and those that are on patent, and because of the com- 
petition, the prices go up to recoup the investnent made in those 
drugs, which is well over UOO million. 

Mr. Waxman. Thank you, Mr. Wyden. 

Mr. Blil^. 

Mr. BuLEY. Thank you, Mr. Chairman. 

Mr. Chairman, this report that I heard yo a mention earlier, have 
you got a copy of it that we could have? I haven't seen it, and the 
counsel tells me we haven't had one available. 

Mr. Waxman. It is in your folder, Mr. Bliley. 

Mr. BuLEY. Thank you. Thank you very much. 

Mr. Wateon, some all^ations have been made by consumer 
groups earlier this morning that research and development is a 
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thin disguise for advertising and marketing expenditures. Could 
you discuss in greater deteiil what components of your expenditures 
fall under the cat^ory of research and development? 

Mr. Watson. Gladly. In our response to the committee, in the 
confidential response we classified R&D as all the expenses associ- 
ated with the initial discovery, the biology, the chemistry, investi- 
gations of new approaches, innovative approaches to disease enti- 
ties, mechanistic approaches we use, coming right through our 
process of putting it mto animals to test the safety and toxicology 
of the drugs, and then ultimately when that is proven safe, into 
man for the phase one, phase two and phase three trials, and the 
submission of the NDA oown at the FDA and getting approval. 

The tot^ expenses associated with that activity is whisit we have 
described as R&D. I think the inference was that market research 
and such type activities were also included. Those were not includ- 
ed in our response. 

Mr. BuLEY* Thank you, Mr. Watson. 

The Congress has affected the prescription drug business in the 
last few vears with l^islation like patent term restoration, the 
ANDA bill and the diversion bill this committee recentlv reported. 
Would you give us your comments on what effect these laws might 
have on drug prices? 

Mr. Watson. I think the individual bills have a timing difference 
impact on the industry. If one takes the drug competition bill or 
the Waxman-Hatch Act of 1984, I think that is a two-act play, if 
you will. In the first act there was a significant benefit to the ge- 
neric companies who came in and found or were given an easier 
process to get an ANDA approval for generic drugs, and the benefit 
to the branded side of the industry was a longer patent protection, 
longer protection of our innovation when we come to the market. 

The second act is still to come. I believe the act is working. I be- 
lieve we are seeing the impact on our industry, but we have to wait 
a few years yet till we see the benefits of longer protection of our 
drugs when we bring them out under the auspices of this act. 

In terms of the drug diversion aspects of Mr. Dingell's concerns, 
we support his concern. We can support CJongress' concern for the 
need to eliminate drug diversion. 'Aiat is absolutely not in our in- 
terest as an industry. Once again, it is an additional cost element 
which is part of our costing structure within our business. 

So regulation and environmented regulation are increasing the 
costs that we have to bear within our industry. 

Mr. BuLEY. Thank yr n. 

Mr. Mossinghoff, yjur fourth chart shows R&D expenditures as a 
percent of drug sales increasing from approximately 12 percent in 
1980 to their current level of about 15 percent. How do you account 
for that? 

Mr. Mossinghoff. Ck)ngressman, when I first came to this job a 
little over 2 years ago, I made it a point to get around and meet 
the people in the industry. I think it was prdi>ably on a plane from 
New Jersey late at light when the thorght struck me that the re- 
sponse to all of the pressures that I have indicated — generic compe- 
f tion, the drug approval times at the Food and Drug Administra- 
tion, regulation, international patent powers — the response of the 
industry so far has been more and better research and develop- 
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ment. That is just about a uniform response among the PMA mem- 
bers. 

I think it was alluded to today that only the very innovative 
conapames are going to survive in this new environment that we 
u ^^'^^^^^ so at this point I think the competition is driving 
each of the companies to increasing their research and develop- 
ment expenditure. The net result, obviously, is a pay-ofF to the 
people of the United States and the people of the world who are 
gomg to benefit from those expenditures. 

Mr. BuLEY. Thank you. \ 

On Chart 5 you compare something you call to R&D index with 
the consumer drug price index. What is the R&D index, and how 
did you arrive at it? 

Mr. MossiNGHOFP. The consumer price index was invented by 
economists in 1967. They said you are going to take a basketful of 
something and you are going to identify that and define that as a 
100, and then from there on, if prices go up or down in that mix of 
products, you are going to track the index. Of course, for pharma- 
ceuticals, the price index now stands at 288. For everything in the 
consumer price index, the index stands at 331. 

We did that same thing with the research and development. We 
said that we will start with the R&D that the industry does in 
1967, define that as 100, and we will track in the same way the 
index, and we end up at 1008, which is, as I indicated, 3.5 tunes 
what the prices in drug increases have been. 

Mr. BuLEY. Thank you. 

Thank you, Mr. Chairman. 

Mr. Waxman. Thank you, Mr. Bliley. 

Mr. Coats. 

Mr. Coats. Thank you, Mr. Chairman. 

Mr. Shoff, I think you gave me some of the figures I was looking 
for, and one of them was just confirmed by Mr. MossinghofF. That 
is that the average industry expenditure on R&D is running 15 per- 
cent. Is that correct? 

Mr. Shoff. Yes. 

Mr. Coats. You also mentioned that the average cost to bring a 
drug to market was $100 million. Mr. MossinghofF, does that square 
with the mdustry-wide figures? That was maybe your average cost. 

Mr. Shoff. Yes, sir, that is what I was using. 

Mr. MOSSINGHOFF. Yes, Mr. Coats. We arrive at a number of 
about $113 million now. The way we arrived at ^hat is we did a 
detailed study in 1976 and updated that study using the govern- 
ment s biomedical research and development deflater. We do have 
a study that is just about complete now to update that number, buU 
well over $100 million is a number that we can all stand behind as 
the average. 

Mr. Coats. Do you all stand behind the figure of an average time 
to bring a drug to market of 7 to 10 years? 

Mr. MOSSINGHOFF. That is the industry average. 

Mr. Coats. Earlier when we were talking about marketing, I be- 
lieve you wanted to respond to one of the questions raised about 
the amount of expenditures in marketing a drug versus the 
amount of money going mto R&D, and I was curious about what 
your answer would be. 
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Mr. MossiNGHOFF. Mr. Coats, the point I was going to make was 
that sometimes promotion and advertising is used pejoratively, but 
in our industry, with the very skilled sales representatives, that is 
really an educational effort which is quite successful and has 
proven successful in educating doctors about the newest in therapy, 
educating them about the contraindications, the warnings to m^e 
sure that the doctors in their day-to-day practice are aware of new 
drug therapy. 

Because the window during which the research base companies 
can recover their research and development and other expendi- 
tures is a narrow one, it is very important to them from an eco- 
nomic point of view to educate doctors very quickly on the new 
drug therapies. It also is an effort which has immedkte payout to 
the people of the United States because it is through that that doc- 
tors become familiar with the new drugs and are able to treat their 
patients with new drugs and they are aware of, as I say, not only 
indications and benefits but also they are aware of the warnings 
and contraindications. 

Mr. Coats. So we are not talking about a 30-second Miller Lite 
beer commercial type of marketing. We are not going to turn the 
TV on and see one drug company trying to gain market share by 
romoting the virtues of its new drug. When you talk about mar- 
eting and detailing, wo are not talking about TV advertising or 
radio advertising— I am talking about prescription drugs now— bill- 
boards, the typical type of marketing practice that comes to most 
peoples' minds. 

Mr. MossiNGHOFF. We do not market to consumers. We market 
only to health care professionals, to the doctors. That is the mar- 
keting that we do, and it is detail men, it's brochures, it is educa- 
tion for these very able doctors that use our medications. 

Mr. Coats. So the considerable amount of money spent on mar- 
keting is for that purpose; it is not directed towards the consumer? 

Mr. MossiNGHOFF. That is correct. 

Mr. Coats. Those expenditures are not meant to lure the con- 
sumer fro 1 one brand to another, to lure the consumer into trying 
a particular drug. It is not directed to the consumer at all. 

Mr. MossiNGHOFF. That is correct. 

Mr. Coats. I wonder if you could put up Chart No. 1, which was 
the comparison of drug prices to the consumer price index. Now, 
this chart is applicable to the chart that has been on display here 
for the whole morning, yet we see a completely different result. 
Can someone explain again why those two are different and what 
we are looking at here? 

Mr. MossiNGHOFF. What I indicated to the chairman was that 
the chart that the committee provided is a rate of change. Tt is a 
percent price change. We haven't looked at the data, but I assume 
that it is an accurate reflection of price change. 

This chart is the actual dollars that you would spend or index 
that you would spend, and if you take that same basketful of phar- 
maceuticals in 1967 and give it the index of 100, if you were to buy 
that same basketful of pharmaceuticals today, you would pay $288. 
If you were to take a basketful of other consumer products, go into 
a store and try to buv that today, you wyuld have to spend $331 to 
buy that basketful of consumer items, and it does not take into ac- 
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count, as was pointed out here, the improvements in technology. It 
IS a pretty mechanistic indication of what these indices are. 

Mr. Coats. I think someone indicated this rapid decrease in the 
blue Ime here in the chart on the right is primarily due to the con- 
siderable decrease in energy costs during that period of time. Is 
that not correct? 

Mr. Mo^iNGHOFF. I am not certain that that is correct. I have 
read criticisms of the consumer price index system in that it does 
weight things in the direction of energy costs and that that is a sig- 
nificant part of it. We could provide something for the record, if 
you would wish, on that. 

Mr. Coats. I wish you would. With the chairman's indulgence, 
one final question. The implication left this morning is that drug 
pricing should identically track or pretty closely track the con- 
sumer price index. Is that a valid basis to determine drug pricing? 
What if one of your companies discovered through enormous cost 
and effort a cure for AIDS, but that to justify the research and de- 
velopment and approval and testing and marketing of the product, 
that caused vour prices to considerably exceed the consumer price 
index? Would we be holding a hearing here saying you can't 
market that because your price increase is greater tlwin this con- 
sumer price index? 

I am not sure that we should be talking about drug pricing as a 
mirror image of the consumer price index, either up or down. 

Does anybody want to comment on that? 

Mr. Wyden. If the gentleman would yield, I would certainly like 
to comment. 

Mr. Coats. I would be happy to yield to the gentleman. 

Mr. Wyden. I appreciate my colleague yielding. I think what we 
really want to know is what are the factors that go into these 
prices? I would be very receptive to what the gentleman is talking 
about. If we could find a cure for AIDS and there were some excep- 
tional costs involved, I would think we would want to go forward 
and permit those costs to be compensated in some fashion. The 
problem is we don't know what factors go into the prices, and in 
the case of AIDS, what we learned at one of our last hearings is 
that the price is set at random. When we tried to figure out the 
factors that went into pricing, we found out we were completely in 
the dark. 

Mr. Coats. If I could reclaim my time in response to the gentle- 
man. I think, number one, we have had some of tho3e factors out- 
hned to us today, and they obviously involve more than research 
and development. They involve product liability and a number of 
other things. But second, is that not what we are talking about? 
We are talking, in a sense, about exceptional drugs, exceptional 
cures that come along, that treat very small populations. 

We are talking about research that takes place over a consider- 
able penod of tune to bring a drug to market. We are talking about 
research in costs and the time factor, with no guarantee that at the 
end of the road, FDA approval will be granted, and that there will 
be one sale made of any particular drug. Yet I am sure these gen- 
tlemen at this panel could outline hundreds of drugs that are ex- 
ceptional drugs, that do bring about that dramatic breakthrough in 
treatment, that do bring relief and treatment to maybe a very, 
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very small population. I just thin!: that that incentive to develop 
that kind of drug needs to be retained. 

Mr. Waxman. The gentleman's time has expired The Chair rec- 
ognizes himself to pursue some further questions. 

Mr. Mossinghoff; certainly we want you to put money into re- 
search and development so we can have breakthroughs, new prod- 
ucts, new improvements for people, but the price increases are not 
just on the new breakthrough drugs, they are on all the drugs that 
are on the market. You have already indicated that the increase in 
prices is in excess of the amount that is going into R&D. There are 
other factors in addition to R&D. 

Let's put some figures on the table. Our survey showed that in- 
creases in revenues over the period of time from 1982 to 1986 came 
to $8.9 billion. The amount of revenue increases that came from 
price changes came to $4.7 billion. The increase in R&D expendi- 
tures over those years came to $1.6 billion. So we are talking about 
increases in prices far in excess of the increases that are going into 
research and development; isn't that accurate? 

Mr. Mossinghoff. Again, Mr. Chairman, I don't know that 
answer to whether that $4.7 billion is before or after taxes. Obvi- 
ously, that is the first thing we have to do. 

Mr. WAXBfAN. Let's say it is before taxes and you take taxes off. 
Let's say you had a 30 percent tax rate. And of course, these are 
only the increases. The total revenues from prescription drugs 
during that period of time were $64.7 billion. But the point I am 
trying to make is whatever other factors you want to identify, R&D 
costs are but a small part of what the companies are receiving by 
virtue of the increases in prices. 

Mr. Mossinghoff. It is a part. 

Mr. Waxman. It is a part. 

Mr. Mossinghoff. It is a part It is certainly not the 

Mr. Waxman. Another part is this going into marketing and de- 
tailing, and you went through some of the expenses for marketing 
and detailing, which do not go to the patients but to the providers 
of care. That would include conferences for doctors in the Baha- 
mas. It would include flying them down on jets to the Bahamas 
conference, wouldn't it? Isn t that a marketing and detailing cost? 
Wouldn't it include all these kinds of campaigns that now we see 
taking place where some companies are saying generic drugs are 
not safe? Wouldn't that be considered marketing and detailing ex- 
penditures as well? And, of course, there are other descriptions as 
you have outlined them for the marketing and detailing price in- 
creases, but those price increases have been about the same in 
terms of dollars that we have seen go into R&D. 

What useful social purpose has been served by the millions of 
dollars spent by some of your members in disparaging generic 
drugs? Is this really a fair cost to ask the elderly consumers on 
fixed incomes to pay for life-saving drugs? Let me give you an ex- 
ample. You have an elderly person living on $700 a month, and 
they have to pay $100 of that for their drugs to keep them alive. 
Should they have to pay for a 10 percent increase per month in 
order to pay for the conferences i ; the Bahamas and the corporate 
jets? 
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Mr. MossiNGHOFF. Mr. Chairman, I don't get involved in market- 
the ^^mS companies. I don't know about conferences in 

Mr. Waxman. I think I saw you at one. I was there, too. 

That 18 part of the marketmg expenses. The real question I want 
to ask you is is it fair to the elderly to ask them to pay for these 
increased costs, an increase that is as much going to R&D as it is 
gomg to promotion and marketing and detail men? 

Mr. MossiNGHOFF. I think two of the services that the research- 
based pharmaceutical industry provides that are different from the 
genenc side-and of course, as you know from your survey and 

^ u companies do make a lot of the generic 

products—but two of the services performed are, first, research and 
development, without which there would be no new drugs, and 
second is educating the medical professionals about the benefits, 
about the risks, about the labeling that has been approved by the 
FDA and what that means. 

So I think it is a service the industry can be proud of, this educa- 
tional effort directed not at consumers but at the medical profes- 
sionals I thmk the doctors I have talked to shice I have been in 
this job would mdicate that it is virtually indispensable to them, 
the people m the daily practice, to have the sales representatives 
mtorm them, bnng them articles ftt)m peer reviews about the 
dru^, pomt out what t^e new developments are. So I believe it is a 
service that the industry perfomtis. 

Mr. Waxman. So it is a service and we are paying more for that. 
Now, at some pomt American consumers might start feeling that 
they are be^ asked to pay too large an increase on a product they 
need, and they might turn to a compulsory licensing situation 
which ism effect in Canada, and we are going to hear more about 
it from Professor Eastman. 

Under this kind of a system, a pharmaceutical manufacturer 
with patents would permit other manufacturer to produce their 
drug, but the ongmal manufacturer would have to receive a royal- 
ty because it is the holder of the patent. 

Now, is there anything in the Canadian system that would pre- 
vent an appropnate royalty level to guarantee funding for R&D? 
After all. It seems to me the biggest complaint I have heard about 
the Canadian system is that you don't feel the royalty level is high 
enough, but if ttie royalty level were high enou^ in order to guar- 
antee new R&p expenditures, why wouldn't that be a reasonable 
way to proceed? Given that your members have raised prices so far 
in exc^ of their R&D needs, why wouldn't a very generous licens- 
ing system established in this country pay for your R&D while re- 
sultmg still in substantially reduced prices for American consum- 
ers/ 

Mr. MossiNGHOFF. Let me say first with respect to compulsory li- 
censing, there have been several, a handful, I guess, of suggestions 
over the 200 years of the U.S. patent system, and all of those, fortu- 
nately, have been rejected by Congress as being not the kind of 
system that the U.S. Government should support. We are the flag- 
ship patent system of the world, and I think the U.S. position in 
the world is m part as a result of that. 

I honestly believe 
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Mr. Waxman. Well, part of the position of the U.S. today is that 
the American consumers are paving ever-increasing prices for the 
drugs, and many of these people are paying it out of their own 
pockets when they live on fixed incomes, and a lot of them are 
saying enough is enough, do something about it. Now, if we want to 
do something about it, we have to look at alternatives. If you re- 
ceived a sufficient royalty from this compulsory licensing system to 
compensate you for the fact that you were the innovator company, 
we could get lower prices for the consumers and still get the 
amount of money we need and want for R&D increases. 

Mr. MossiNGHOFF. Mr. Chairman, I firmly believe that if the U.S. 
were to move to a compulsory licensing provision against one in- 
dustry, in this industry it would be the death knell of the research 
and development. I think that chart that we are very proud of that 
shows an exponential gain in research and development, I think 
^ you would see that nosedive the year after compulsory licensing 
'* would be enacted. I am absolutely convinced of that. 

Mr. Waxman. I appreciate your comment. The only comment I 
could make in response is that if we see ever-increasing prices, 
then we might well have to decide as a society that we are not 
going to tolerate it. We want R&D increases, so we will have to 
specify an increase for R&D. After that we are going to have to 
protect the consumers, and one way to protect the consumers is a 
system like the compulsory licensing system so that you can get 
some kind of benefit from competition, and at the same time you 
still reward the innovator. I know we disagree. 

My time has ex^ .red, and I want to recognize Mr. Wyden. 

Mr. Wyden. Thank you, Mr. Chairman. 

Mr. Shoff, I was very interested in the last statement that you 
made in your testimony because I think it really hammers home 
what I think pricing is all about. You say that pricing reflects the 
business environment in which we operate, and I think a lot of 
people have suggested that that kind of business environment is 
one, in effect, puch as in the AIDS situation with AZT, where the 
consumer is essentially a captive for the industry. The customer 
has got to purchase drugs at whatever price the industry charges 
or they just suffer and possibly die. 

My question to you would be: At what point in the business envi- 
ronment, when you are really looking at this issue, how does your 
concern for the customer relate to your concern for profit and your 
shareholders? 

Mr. Shoff. I believe that our pricing decisions in Winthrop are 
not taken lightly. We are concerned with the consumer, our part- 
ners in health care. We are also concerned about the need to invest 
today in medicines for tomorrow. 

Now, as I also had said, Mr. Congressman, that most of our prod- 
ucts are sold through hospitals. Second, those products that are 
office-based, most of them are off patent at the current time. 

I hope that I have answered your question. 

Mr. Wyden. One last question for you, Mr. Mossinghoff, r^ard- 
ing the drug approval process. I share your view that it doesn't 
work well and tnere are a lot of improvements that need to be 
made, but drugs can't be approved without cooperation from the in- 
dustry. One of the things tnat we noted in tne New York Times 
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article was that this hasn't been the case. Again, with Burroughs- 
Welcome and AZT, officials at the National Institutes wanted to 
test AZT in patients suffering from severe st^es of AIDS-related 
complex. This was an area where Burroughs had some data. NIH 
wanted to be sure of the effects, and the company refused to turn it 
over. 

My question to you would be; How can we reform the drug ap- 
proval process until we can get the kind of cooperation from the 
mdustry we need so we kr.ow where we are headed. What can be 
accomplished with specific changes in the drug approval process? 

Mr. MossiNGHOFF. Let me say first. Congressman, that we appre- 
ciate your interest and your support for the general proposition of 
improving that. It is very important, not to PMA as much as it is 
to Frank Young, who is doing a fine job of trying to move that 
system to be more expeditious. 

In terms of cooperation, since I have been at PMA, 2V2 years, we 
have cooperated very aggressively with the people at the Food and 
Drug Administration. We have a board-level committee set up only 
to cooperate with them to try to improve the flow of information 
between our companies and the Food and Drug Administration. We 
are hopeful that we are going to begin to see the results of that 
effort in the data and the statistics as we look at 1986. 

Mr. Wyden. The point is you can say you are cooperating, but in 
instances such as the case of AZT, the companies are not cooperat- 
mg. I just don't see how we can say the system is working where in 
case after case, such as the generic situation, we see (Usparaging 
comments made by some companies about generics. Or the drug ap- 
proval process where all of you want changes and legislators such 
as myself agree that there should be changes, but the industry 
doesn t cooperate. 

I just think there are going to have to be some dramatic changes 
on the part of the industry in order to drive ttie drug prices down. 
And to the extent this involves FDA reforms iney must work vnth 
the Congress. 

Mr. MossiNGHOFF. Well, Congressman, I don't know of any drug 
company that would not cooperate with the Food and Drug Admin- 
istration when the Food and Drug Administration asked it for 
more clinical data. 

Mr. WVDEN. But here it is in the New York Times. It says specifi- 
cally that the Institutes of Health wanted information from Bur- 
roughs-Welcome on the question of some of the AIDS effects, and 
the company refused to give it. That goes right 

Mr. MossiNGHOFF. I am not in a position, obviously, to comment 
on the article or the accuracy of the article, but the NIH is quite 
different from the Food and Drug Administration. The Food and 
Drug Administration is the organ that approves drugs; NIH is the 
basic research arm of the Federal Government. 

Mr. Wyden. The bottom line is that the company got assistance 
from the Federal Government, and the Federal Government is 
trying to get basic information so eventuallv a cure can be devel- 
oped, but the company is not cooperating. Until we see the effects 
of that cooperation, I don't think there is going to be a lot of sup- 
port for changes in the drug approval process. That is why I think 
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.lave got a lot to do here if we are going to really turn some of 
these concerns around. 
Mr. Waxman. Thank you, Mr. Wyden. 

Gentlemen, I want to just raise a few points, and because of the 
limits of time, I am going to do them almost rhetorically. On the 
issue of liability costs as being a factor for the increases for drugs, 
a well-known business research organization, the conference board, 
published this year the results of a survey on product liability that 
was conducted among 232 mtgor U.S. corporations. According to 
this survey, the vast m^'ority, 67 percent of these companies, at- 
tributed an insignificant amount, 1 percent or less of their final 

E>rices to the cost of liability insurance. Certainly it is a factor, but 
et's don't put it out of proportion. If it is 1 percent or less, that 
certainly can't be that mucn of a factor for the increase in prices 
for drugs. 

Now, on the issue of the cost of developing new drues, Mr. Mos- 
singhoff, you referred to a study that was done in 1976, sometimes 
known as the Hanson Study. I find that study seriously flawed in 
terms of credibility. Without going back and forth with you on 
challenging it, I iust want to indicate that we are going to ask the 
Office of Technology Assessment to do a study to provide a more 
objective picture of drug development costs. 

Now, on the issue of patents being long enough to recoup your 
cos-ji, I was quite amazed at your statements. We extended the 
patent period under the Waxman-Hatch law for up to 5 years, and 
that is on top of the period of time. We also did a survey with the 
PMA of the drugs that were at FDA and how long it was talcing to 
get them approved. The results were quite interesting. 

The 50 top-selling drugs, those drugs that the companies cared 
the most about, averageof 14.9 years of patent time ieft after FDA 
approval. The second 50 top-selling drugs averaged 12.9 years of 
patent time left after FDA approval. The 100th selling drug had 
sales of less than $10 million a year, so the top 100 drugs include 
the most important drugs for the purposes of analyzing patent 
term. 

They had a long period of time to recoup their R&D costs anC 
make a reasonable return, 12.9 to 14.9 years. I just want to point 
that out more or less rhetorically because it is hard for me to 
accept the argument that the price increases are due to the fact 
that the patents aren't long enough. We have given a patent exten- 
sion, and it seems to me we ought to be seeing some benefits from 
that extended patent period in terms of restraints on costs. That 
was one of the arguments the PMA made to us why we needed a 
patent extension. Of course, it was one of the arguments the PMA 
made to us why you needed an R&D tax credit 

Instead of beemg a drop in prices as a result of longer patents, 
tax breaks and other beneficial treatment, we see increases in 
prices. 

Mr. MossiNGHOFF. Mr. Chairman, could I comment on that? 

Mr. Waxman. I am going to ask you a question and then you can 
answer. At our last hearing in July of 1985, you described your in- 
dustry's large price increases as a short-term development. You 
also told us that the reason we^had price increases was to pay for 
R&D costs, and it made it settn^atHhat time that it was R&D costs 
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almost exclusively. Another industry witness stated at that hearing 
that price hikes were self correcting and this is all going to be a 
temporary phenomenon and that we were going to see a decrea':je 
mprices. 

oince J-' of 1985 the CPI has risen 2.7 pe-cent. Retail drug 

« rices ha ^ - 12.2 percent, a rate more than four times the CPI. 
ml you ^.^ease tell this committee and the American consumers 
when they can expect some restraints from your industry on price 
mcreases? 

Mr. MossiNGHOFF. Mr. Chairman, I really don't recall saying any 
prediction on my part of pricing. PMA stays so far away from the 
pricing policies of our companies that I would not have any basis to 
say that, and I don't have any basis now. We really do not involve 
ourselves in the pricing policies of our companies. 

Mr. Waxman. Let me ask the other members of this panel. We 
had witnesses, maybe not the witnesses here today, tell us in 1985 
that what we were seeing was a short-term increase in prices, cer- 
tamly a remarkable increase, but nevertheless one that would not 
continue, and instead we have seen a larger jump. When can we 
tell the American consumers that those kinds of price increases 
will no longer be facing them year after year after year, especially 
for those people that are on fixed incomes, and if they get an in- 
crease in their fixed incomes, it is based on an increase in Social 
Security, which is also based on increases in the CPI. 

Does anybody want to tell us when we can expect this situation 
to correct itself? 

[Pause.] 

Mr. Waxman. I don't see a lot of eagerness to respond. Mr. 
ONeill? 

Mr. O'Neill. Mr. Chairman, I think that is a very difficult ques- 
tion. I don t think it is fair for me to predict when we will have a 
decline in the price increases. I can tell you specifically that our 
pnce increases have gone from 8.4 percent as a percent of sales in 
1982 to 4.7 percent. We have taken about a 1 percent decline per 
year. 

I think realistically you have to give the Waxman-Hatch Bill 
time to work effectively through the marketplace because a signifi- 
cant number of compounds are losing their patentability, and they 
are losing anywhere from 35 to 50 percent of their total volume the 
first year because of the bill. I think this is going to have an 
impact on prices, but I can't really judge by company when this 
will occur. 

Mr. Waxman. So you think somewhere in the future we may see 
some improvement. 

Well, I iust want to point out, Mr. Mossinghoff, from the tran- 
script of the hearing that we last had in 1985 you said, "Mr. Chair- 
man, but this short-term development should not obscure the fact 
that over the years, drug price increases have been substantially 
less than the overall rate of inflation." 

Mr. Mossinghoff. I was referring to the short term, I think, 
during the 1980 to 1985 period, and referring to the long term from 
the time the CPI was defined as 100. I think that is the context. 

Mr. Waxman. I will accept your statement, but let me just say in 
summary that what I am hearing from you and the other members 
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of this panel is that we are not facing short-term increases in drug 
prices of a phenomenal amount, we are facing it as a permanent 
part of what the elderly and the sick in this country are going to 
have to pay each year. If that is the case, then let me tell you that 
we are going to have to look at alternatives because that is going to 
be an intolerable situation, and we are going to have to look at 
compulsory licensing and at other kinds of restraints. 

I would prefer that we not, and we would prefer that the drug 
industry look to see how thev could restrain price increases, but we 
see no self-restraint, and I think the American people have to ask: 
if there is not going to be self-restraint by the industry, why aren't 
their elected ofGcials doing something to protect them from these 
increases? 

I thank you very iimch for being with us, and we are certainly 
going to be looking at these issues in more detail with you as we 
examine the whole problem facing the health care system. 

We have the FDA up next, and they are coming in at 1:30. I 
think !:his would be a good time for us to break and return here at 
1:30. 

[Whereupon, at 12:12 p.m. the hearing was recessed, to reconvene 
at 1:30 p.m. the same day.] 

AFTER RECESS 

Mr. Waxman. The meeting of the subcommittee will come back 
to order. 

We are pleased now to call forward and recognize Mr. John A. 
Norris, Deputy C!ommissioner, Food and Drug Administration, who 
is accompanied by a number of other people from the FDA which 
Deputy Commissioner Norris will introduce. 

We are pleased to have you with us. Your prepared statement 
will be made part of the record in full. We would like to ask you to 
summarize that statement in no more than 5 minutes. 

STATEMENT OF JOHN A NORRIS, DEPUTY COMMISSIONER, FOOD 
AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH AND 
HUMAN SERVICES, ACCOMPANIED BY JAMES C. MORRISON, 
DEPUTY DIRECTOR, OFFICE OF DRUG STANDARDS; AND JEFF 
SPRINGER, DEPUTY GENERAL COUNSEL 

Mr. Norris. Thank you, Mr. Chairman. I will give just a brief 
overview. 

I am accompanied by Jim Morrison, the Deputy Director of the 
Office for Drug Standards, on my left, and Jeff Springer, our 
Deputy General Counsel of FDA, on my right. 

First, thank you for this opportunity to testify before your com- 
mittee. As we all know, the Drug Price Competition and Patent 
Term Restoration Act of 1984 made numerous changes to the way 
in which we review generic drugs and permit them to come to the 
marketplace. 

Let me first acknowledge both the pioneer drug companies and 
the generic drug companies for the outstanding contribution they 
are making to the American public. We need to continue to have 
their support if we are going to wage the war on AIDS and other 
activities we are involved in right now that are so important to the 
American public. 
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We would like to address today some of the concerns that have 
been raised about the way in which we review generic drugs and 
hopefully b^n to put to rest some of these concerns, at least for 
the time being. 

Dr. Hank Meyer testified before you some months ago. He gave 
you approximately a 10-month report of the implementation of the 
Act, and I am gomg to talk about what has happened in the past 
21 months since that report. 

First of all, the fruits of our labor have been productive. V/e have 
produced some 673 ANDA approvals in that time period compared 
with some 350 before the Act was enacted, so the productivity has 
been about twice what it was before the Act. 

We are also convinced that the quality of our reviews has gone 
up. The quality of the applications and the data they contain is of a 
greater nature. In the past, we only relied on in vitro examina- 
tions, and now we have human testing data available. 

The attacks on our review process have really been of two princi- 
pal tyP^> and I rrill just summarize them very, very brieflv for 
you. They --\^^ to a challenge that the generic drugs approved by 
the FDA are not bioequivalent to the pioneer drugs, first of all, and 
second, that somehow the allegation goes that the generic drugs 
that we have been approving cause some type of harm to patients. 

Let me address very briefly the first argument, the non-bioequi- 
valence argument. We, as you know, have a test at FDA that we 
use in approving generic solid oral dosage drugs. It is called the 20/ 
20 rule, and I can answer some specific questions on it when we get 
into questions and answers if you would like. That is a 20 percent 
plus or minus confidence limit that we apply, that we use to deter- 
mine whether or no*, drugs are bioequivalent. 

The allegation is, and it is a true allegation in the sense that if 
one just looked at the mathematics, if Generic Drug A is at the 
upper confidence limit and Generic Drug B is at the lower confi- 
dence lunit, there would be a 40 percent differential between the 
two. In actual practice, however, our experience is that there is 
only about a 3.5 percent average difference between the various ge- 
neric drugs we approve and the pioneer drug to which they are 
compared in the test population. 

The other argument goes to the way in which we test the generic 
drug. We do our testing, as you know, in young, healthy volunteers. 
The argument is, and it is a true one, that testing in young volun- 
teers is not the same as testing m old, bick patients; that n fact, a 
brand name drug or a pioneer drug, when it is tested in a young 
volunteer, will react differentlj when it is tested in a sick, elderly 
patient. That is a true statement. 

What we have done, though, is we have compared the generic 
drug m the young volunteer population with the pioneer drugs 
used m the young volunteer population, and then we have made a 
very reasonable assumption, and that is, if they are bioequivalent 
m that single population- namely, the young volunteer popula- 
^ bioequivalent in the sick, elderly population. 
To date, very little evidence has been presented challenging that 
approach, and we are open-minded to receiving that information 
and taking a look at it, but to date there has been no real success- 
ful challenge to that, and we have to look at the ethical issues of 
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testing in elderly patients and also the non-availability, really, of 
patients who are not on other drugs and other regimens that would 
compound the tcf^ting. So we have adopted this approach as the 
most reasonable and rational approach. 

The other mcgor attack on our generic approach has been that 
generic drugs are actually causing harm to patients. The theory 
goes something like there are various inert ingredients in the ge- 
neric drug or perhaps some types of waste products or what-have- 
you in the drug that are actually harming patients. In every oppor- 
tunity we have had to review facts about such all^ations, we have 
either proven that the allegations were false or we have come to 
some type of dead end. 

The first type of dead end is we could not obtain any more infor- 
matioi^ the other type of dead end is that we found a source of in- 
formation, made a request that information be submitted, but, in 
fact, the information has not been. Again, we have been open- 
minded, we aro open-minded, we will be open-minded on the sub- 
ject, and we v^ould welcome the submission of data, hard, scientific 
data that would prove one way or the other that our systems could 
be upgraded, but to date we have received none. 

Let me stop there. Let me just summarize by sa3dng that with an 
open-minded approach, we welcome submission of data that will 
help us to upgrade our systems, but for now we have confidence in 
the system and we have confidence that the generic drugs that are 
on the marketplace now are both safe and effective. 

Thank you. 

[The prepared statement of Mr. Norris follows:] 



Mr. Chainnan: I welcome the opportunity to be here today to testify about the 
current status of the Food and Drug Administration's (FDA) implementation of the 
"Drug Price Competition and Patent Term Restoration Act of 1984." 

As you know, this statute has made significant changes in the prescription drug 
marketplace and in the way the FDA reviews certain drugs for commercial marke^ 
ing approval. Tode^t I would like to bring you up to date on what we at the FDA 
have done over ttie past 31 months to implement these amendments and on the 
safety and effectiveness of the generic drugs being approved and marketed under 
them. 

When FDA last appeared before this subcommittee, represented by Dr. Harry 
Meyer, former Director of our Center for Drugs and Biologies, the amendments au« 
thorizing abbreviated applications, or "ANDA's," for generic drugs had been en* 
acted only 10 months earlier. We had just completed our recruiting effort and we 
were gearing up to handle the increased workload of ANDA's precipitated by the 
new law. 

We are now happy to report that our efforts have borne fruit, and the productivi- 
ty and accomplishments of t^ie generic drug review team, comprised largely of the 
Division of Generic Drugs and the Division of Bioequivalence, have surpassed all 
our expectations. During the past 12 months, 673 ANDA's have been approved, most 
of them for generic versions of post-1962 drugs. By comparison, before enactment of 
the 1984 amendments the Generic Drugs Division approved slightly more than half 
this number, an average of approximately 350 ANDA s annually. 

Not only are we pleased with the quaiitity of generic drug approvals, but we are 
also confident thav the quality ot data in applications that have received approval 
reflects the current technology in th; sciences of biopharmaceutics and drug prod- 
uct production. I 'or example, all of the generic versions of the posM962 drugs in 
sohd oral dosage Term have been tested in human studies to determine bioequiva- 
lence with their bi'and name counterparts, while most pre-1962 generics were ap- 
proved on the basis of in vitro or "test tube,*' data only. 
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Criticisms of Generic Drugs and FDA 's Processes 

Because of the dramatic impact of the new law on the pharmaceutical market- 
place, interest in sufficiency of generic drugs in general and in the quality and 
eouivalence of generic drugs in particular has intensified in the last three years. 
While we at FD \ do not have any preference for generic drugs over brand-name 
drugs, or vice versa, it is difficult nonetheless for us to hear criticisms that question 
the safety and effectiveness of generic drugs without feeling concern for what these 
criticisms might imply about the scientific validity of the drug review process that 
allmre them to be l^ally marketed. 

We have regarded such criticism as an opportunity to reexamine our standards 
and processes. Over the past 3 years we have devoted considerable effort to public 
^ixo^anations of our /*NDA review procedures nnd policies as they now exist and in 
reexamining them with a view toward their improvement and adjustment where 
good science and sound r^ulatory practice would be better served. I submit for the 
record some examples of docimients we have prepared that outline our ANDA 
review procedures and policies. 

Essentially, the two primary challenges we have heard r^arding the safety and 
efficacy of generic drugs— and to FDA's ability to ensure that generic drugs are 
equivalent to the brand name drugs they are copying— involve (1) criticisms of our 
review criteria for bioequivalence, and (2) claims of actual harm alleged to have oc- 
curred to patients as a result of their having taken generic drugs. I would like to 
address both briefly. 

Bioequivalence 

Criticisms of our review criteria of bioequivalence have involved a number of ar- 
guments that we have listened to with conskierable interest and introspection. After 
carefulW reviewing our answers for each criticism. Commissioner Young and I are 
satisfied tliat our review procedures for generic drugs are scientifically sound. 

State i simply, FDA's review of generic drugs is based on a longstanding require- 
ment tliat a generic solid oral dosage drug product must be shown to have a rate 
c-ind extent of absorption that, from a statistical standpoint, does not differ from that 
of an innovator's product by more than 20 percent. Moreover, the times that the 
two products take to reach their maximum concentrations in the blood stream must 
not differ significantly. 

This "plus or minus 20 percent rule" is a statistical one that refers to a level of 
confidence we must have that the average difference in rate and extent of absorp- 
tion between a pioneer and a generic drug will not likely be more than plus or 
minus 20 percent among the patients wl: j will take the generic drug nationwide. In 
order to nave this confidence, we generally will not permit an average difference 
that even approaches this level in th*» human subjects who test the generic drug 
before marketing. 

Even at its outermost boundary of 20 percent, the variability permitted by our 
requirement does not affect therapeutic outcomes. Nonetheless, arguments have 
been presented which are critical of the amount of variation that our "plus or 
minus 20 percent rule" all^edly allows in the bioavailability of generic drugs. How- 
ever, these arguments te»*d he hypothetuad and refer to situations thathave, to 
our knowledge, never rccurreo ^uxd that, in our view, are not likely to occur. 

For example, one t rgument is that because FDA allows a variation of plus or 
minus 20 percent in the bio A levels between the brand name ax^d the generic prod- 
ucts, generics may differ oy as much as 40 percent from each oti er. In theory, this 
is possible. In reality, however, actual differences of that magnitude are rarely even 
approached. In studies we have seen, the average variation m blood levels between 
pioneer drugs and generic dings is actually only around 3.5 percent. 

To keep things m perspective, a difference of 3.5 percent is ^mall compared to 
other variables inherent m druff therapy. For example, the United States Pharma- 
copoeia permits brand name and generic drugs alike to differ in potency from tablet 
to tablet by as much as plus or minus 15 percent. 

Moreover, es I have expl.-aied, a generic drug would not be approved if the aver- 
age variation between it and the brand name produced were plus or minus 20 per- 
cent durinff premarket tests. Average deviations of more than 10 percent between 
generic ana brand name products have been rare. 

Another argument critical of FDA's position that has been expressed about bioe- 
quivalence involves the validity of using young, healthy volunteers as subjects for 
bioequivalence studies. According to this argument, elderly, sick patients can be ex- 
pected to absorb and metabolize the drug dinerently than do the young, healthy vol- 
unteers. Therefore, according to the argument, biOMuivalence testing 's not an indi- 
cator of how the drug will actually perform in elderly, sick patients. 
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It is true that the same drug will perform differently in young, healthy volunteers 
as opposed to elderly, sick patients. But we have seen no data to support the hypoth- 
esis that two products found by conventional tests in healthy patients to be bioequi- 
valent actually produce different clinical results in patients. Moreover, there are 
ethical and practical reasons for testing in healthy volunteers. Vm sure we would all 
agree that it is preferable to subject healthy people, rather than already weakened 
or disabled patients, to the blood sampling and other discomforts of bioequivalence 
testing. Further, elderly and sick patients are usually on several medications simul- 
taneously, confounding the analytical process and increasing variability of results. 
Therefore, we continue to believe that it is more appropriate to determine bioequi- 
valence based upon testing in young and healthy volunteers than in patients. 

Time concerns prevent me from reviewing every bioequivalence argument we 
have heard in recent years. But it is worth mentioning that Commissioner Young 
and I conducted a three day public hearing on bioequivalence last fall in an effort to 
air all of the issues related to this subject and to provide all inter^ted parties an 
opportunity to comment to us. The hearing drew over 50 speakers and an audience 
of more than 800 scientists, lawyers, drug manufacturers, and other interested 
people from this country and from abroad. Tlie published transcript is over 750 
pages. We are still analyzing the transcript and the comments submitted to a public 
docket we created for that purpose. A Task Group appointed by Commissioner 
Young will report to him in the near future with its report. 

That report will address material submitted to FDA ^ier the hearing concluded 
as well as during the several days that it ran. Our first impression, however, was 
that data were lacking to support the criticisms that we heard. By the end of the 
hearing, Commissioner Young found the lack of data sufficiently noteworthy to com- 
ment on it publicly (and I quote): 

"... as a scientist, I was surprised with the lack of data presented. I would have 
expected much more. ... I find sophomoric the concept: *Well, it's out there but we 
don't know.* That doesn't cut any ice. I think you reaily have to approach it with a 
scientific analysis indicating how you develop a hypothesis and test it. . . . the lack 
of serio»>is experimental data presented here was a surprise to me." 

As I said, however, some material was submitted after the hearing ended. We are 
presently reviewing that material with an open mind and are committed to remain- 
ing open-minded should something new on this argument or on any of the other ar- 
guments come to our attention that is supported by credible data. 

Claims of Harm 

The second broad area of criticism involves claims that approved generic drugs 
have caused actual harm. For each claim of this type that has come to our atten- 
tion, w;e have made every effort to learn the details of the claim and to analyze 
their significance. Typically, these claims have been made at symposia, or similar 
events, or through the m» dia, but only rarely have they been reported directly to 
FDA. ^ t~ 

In virtually every case where we have been able to learn the details, we have 
found that the initial reports were in substantial error in some way or another. In 
the remaining cases, we have asked the source of the allegations to provide us with 
details, and in no case have v.'e received a response. 

At our bioequivalence hearine, for example, practicing physicians spoke of their 
patients who suffered serious adverse effects from generic drugs. They promised to 
give us details so that we could investigate. They did not do so at the time, and 
when we sent th<jm letters again asking for more facts, they did not respond. We 
still have yet to see a documented, verified case of a therapeutic failure caused by a 
bioequivalent generic product that has been approved by FDA and evaluated by us 
as therapeutically equivalent. 

Conclusion 

Mr. Chairman, we continue to believe that our review process for generic products 
is valid and that generics evaluated by FDA as therapeutically equivalent may be 
safely substituted for brand name drugs. 

This concludes my formal statement. I will be happy to answer any questions you 
may have. 



Mr. Waxman. Thank you for your testimony. 

You feel confident that a drug that is approved by FDA, whether 
it is a brand name drug or a generic drug, is safe and effective, and 
you say that if you heard allegations that that could be proved to 
the contrary, that FDA would change its position. 
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Mr. NoRRis. Absolutely. 

Mr. Waxman. I am assuming that your position has been taken 
even though you have received a lot of allegations from some of 
these brand name companies that the generics are not as good as 
their drugs. Isn't that true? 

Mr. NoKRis. I would have to say that most of the allegations 
have come more indii^ectly than that. They have come through the 
media, thev hav^ corae through symposia, they have come on occa- 
sion directly, but most often indirectly to us. As part of our ongoing 
effort to ensure the safety and effectiveness of the drugs being 
made available to the American public, we keep an open eye to 
what is being said about the processes we have. 

I might just read to you a quote that Dr, Young made at the end 
of our 3 days of hearings that we had on the bioequivalence ques- 
tion at which we had 50 expert speakers and some 800 people in 
attendance. At the end of those 3 days of oral testimony. Dr. Young 
found that the lack of data was sufficiently noteworthy to comment 
on it. 

He stated as follows: "As a scientist, I was surprised with the 
lack of data presented. I would have expected much more. I find 
sophomoric the concept, well, its out there but we don't know. 
That doesn't cut any ice. I think you really have to approach it 
with a scientific analysis indicating how you develop a hypothesis 
and test it. The lack of serious experimental data presented here 
was a surprise to me." 

Now, let me say that that was at the end of the oral testimony. 
We have an open mind still because there was written testunony 
submitted after the hearing which we are still evaluating, and we 
are expecting a report from our committee by the end of the 
summer. I will expect that a copy of the report come directly to 
you» Mr. Chairman, and to the other members of your committee. 
^ We will retain an open mind as long as we are still analyzing the 
information, but to date, at least in the oral side of the hearing, 
there was no convincing evidence that would suggest that we 
should modify greatly the procedures we are using currently. 

Mr. Wamian. Let me du^t to you a simple, short question, ^ou 
have already answered it in your testimony but I want you to tell 
us whether Americans should have any greater concerns about the 
safety or effectiveness of generic drugs than they do with brand 
name drugs. 

Mr. NoRRis. There is no evidence at this point in time in our 
hands taat we have analyzed that would suggest that you should 
have any greater concern about generic drugs than about pioneer 
drugs. Both of them are subject to the same type of rigorous review 
by the Food and Drug Administration, and both, at least at this 
pomt in time, we believe are safe and effective. 

Mr. Waxman. The PMA this morning referenced an Epilepsy In- 
stitute report of problems with a generic drug. Have you loc ked 
into that case? Are you familiar with it? 

Mr. NoRRis. I haven't, but Tim Morrison from my staff has, I be- 
lieve. Tim, would you care to comment on that? 

Mr. Morrison. Yes. This is, I think, typical of a lot of these kinds 
of allegations that are made. In it, a physician at the Cornell Medi- 
cal School was cited as the source of quotes. Dr. Howard Peterson. I 
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wrote to him last November asking him to provide us with full de- 
tails. So far, we have not received a response, and this is typical, I 
think, of numerous such anecdotal types of allegations that, when 
asked for hard data to back them up or even just patient records, 
those are not forthcoming. 

Mr. Waxman. So you know of nothing substantive to this claim 
that was made this morning that maybe there is a generic drug 
dealing with epile^y that may be a problem? 

Mr. Morrison, ihat is correct. 

Mr. Waxman. We have also heard from some folks that not only 
should generics generally not be substituted for brand name drugs, 
but generics also shouldn't be permitted to be sutetituted for other 
generics. Is there any validity to that kind of a claim? Has FDA 
any data to indicate that the substitution of one generic for an- 
other presents a problem? 

Mr. NoRRis. We are open, again, to r<*ceiving hard data and sci- 
entific evidence that would suggest a better course for us to follow, 
but to date we have no data that v/ould suggest that the confide jce 
limits we have set, plus or minus 20 percent, and the experience we 
have had that the average variability of generic drugs is 3.5 per- 
cent from the pioneer standard. So that if we took the worst case 
analysis there, it would be actually a 7 percent swing. The outUer 
to one end would be 3.5 percent ab^^ve the pioneer, and the outlier 
at the other end would be 3.5 percent below. 

If you compare this to other variability m the regimen that phy- 
sicians provide their patients, this is not a major consideration. 

Mr. Waxman. Does a brand name drug vary that much in terms 
of bioe<^uivalence from the original brand name dnig that was ap- 
proved initially? 

Mr. NoRRis. Both within lots of brand name products and be- 
tween lots of brand name products, there is some variability. I 
think th?t it does swing at least the same 3.5 percent, and again, 
the same confidence limits would be applied in reviewing of the ap- 
propriateness of those lots. 

Mr. Waxman. This is the way I have always thought of the issue, 
and let me ask you or Mr. Springer or Mr. Morrison to confirm it. 
A brand name pioneer drug is approved by FDA as safe and effec- 
tive. Then other drugs are produced to be bioequivalent to that 
drug which is origindly approved as safe and effective. The bioe- 
quivalency test for other batches of the brand name drug is the 
same bioequivalency test to which you would subject a generic 
copy, when the patent is off and you are allowed to approve it. 

Isn't the exact same bioequivdency test used for a generic drug 
as for a later batch of a brand aame drug? 

Mr. NoRRis. Yes, that is correct. 

Mr. Waxman. So if the public is buying a brand name drug, they 
have to assume that you are looking at your test to see if it is bioe- 
quivaleac to the origmal brand name drug that went through the 
same approval process as a generic drug. 

Mr. NoRRis. Yes, so far, at least. Again I want to emphasize we 
remain open-minded on this. 

Mr. Waxman. I hope you would be open-minded on all drugs if 
there is any question on any of them, brand name or generic. If 
you have any data about it, hard data, we expect you not to ap- 
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prove these drugs, but if you do approve these drugs, the American 
public is assuming that under the law, you are establishing that 
the drug is safe and effective and permitting it to be sold either as 
a brand name or a gener c drug on that basis. 
Mr. NoRRis. Yes, that is correct. 

Mr. Waxman. Let me ask you something else. We have heard 
some suggestion that F7>A has had difficulties in getting education* 
al messages about the safety of generic drugs imblished in some 
medical journals, especially those where the publications receive 
enormous revenues from brand name manufacturers. Can you tell 
us whether FDA has had a problem in getting coverage with re- 
spect to your position on the safety of generic drugs, and if so, will 
you please indicate for the record the names of the publications in- 
volved? 

Mr. Norms. I am not personally aware we have had any such 
difficulty. I think I ought to state for the record that there have 
been instances where we have felt really that parties on both sides 
of the issue were playing a little bit of hard ball. Let me be clear 
on that. On occasion there have been representatives of the pioneer 
field that have been playing hard ball, and representatives on occa- 
sion from the generic field that have been playing some hard ball. 

^^at we have tried to dOjjPEirticulariy through our hearings, is 
bring light to the subject. This confusion that has existed for a 
period of time is not good for anyone. 

Mr. Waxman. I agree with you. 

Mr. NoRRis. It is not good for the pioneer companies, it is not 
good for the generic companies. 

Mr. Waxbian. In getting your information out to the public, and 
certainly the public we want to reach are the medical people, do 
you know of instances . 'here you have had trouble getting straight 
information out because there is a bias by the publication that re- 
ceives a lot of advertising from either a generic company, on the 
one hand, or a brand name company, on the other? Maybe Mr. 
Springer or Mr. Morrison would have more direct information. 

Mr. NoRRis. I know of no instance. I can tell you this, that we 
have had quite a bit of success in getting the word out. Our bioe- 
quivalence hearings were one tool The various press interviews 
that Dr. Young and I have had over the many months since then 
have been very helpful in getting that word out. 

Jim, do you want to comment if you know of one? 

Mr. Waxman. Mr. Morrison or Mr. Springer, do you know of any 
instances of this? 

Mr. Morrison. I would not. I would agree with Mr. Norris that 
we have, I think, been pretty successful at getting the message out, 
both directly and indirectly, by such things as reprints of articles 
that we have had in certain things like the National Association of 
Boards of Pharmacy Newsletter, which have been reprinted widely. 

Mr. Waxman. Wliat you are saying is different than what I am 
asking. I am happy to hear that you have success in getting the 
message out. My question to you is, in getting that message out, 
have you found some avenues of publications that could fiirther 
carry this m^ ssage that have been closed to that information be- 
cause they have advertising revenues from the brand name compa- 
nies or the generic companies? 
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Mr. Springer, do you know of any instances of this? 
Mr. Springer. I know of none. 
Mr. Waxman. Mr. Morrison, do you know of any? 
Mr. Morrison. No, I have had no experience. I know of none 
either. 

Mr. WAXBfAN. Now, a number of brand name manufacturers con- 
tmue to promote blatantly deceptive and unfair anti-generic mes- 
sages. Can you tell us whether vou have seen any evidences of this 
and whether they are successful? 

Mr. NoRRis. I don't have specifics in mind, but again, I can state 
my earlier comment that there have been occasions when both pio- 
neenng drug rhetoric and generic drug rhetoric was excessive, and 
that was one of the primary motivating forces for Dr. Young and I 
to conduct 3 days of hearings. As you probably recall. Dr. Young 
was quite iU during that period and, in fact, had a very bad episode 
at one of the hearings days. It was something that we needed to do, 
ttiough, because of the rhetoric that was out there, both sides. 
What we wanted to do was bring light to the subject. 

Mr. Waxman. Now, if you see any misadvertising or misrepre- 
sentation by any drug con^any about the FDA activities in approv- 
mg drugs, do you have sufficient statutory authority to clamp down 
on those kin^ of misrepresentations through advertising? 

Mr. NoRRis. Why don't I have Jeff answer that from a legal per- 
spective. 

Mr. Springer. As we mentioned before, the Agency has brought 
to bear pressure on both sides of the issue here through our various 
campaigns, through the hearings and other means. We have been 
able to get the message out. We believe, therefore, that under the 
current authority, we can solve that problem. 

Mr. Waxman. The point that we are talking about, is that it is 
one thme for a company to say our drug is better or brand name 
jnoneer drugs are better than generics or generics are better than 
the brand name drugs. That is the sort of thing you see in competi- 
tion all the tune. But if someone said "my competitor's drug just 
doesn t really work," is that of a different kind of degree than 
m^r« Cuispetitive statements that would be permitted? 

Mr. NoRRis. Let me restate your question to see if I hear it cor- 
rectly. Not that my drug is better, but the other drug either doesn't 
work at all or, m fact, may be harmful to you if you take it, that it 
may have inert ingredients or other kinds of waste products that 
would be harmful to you. 

Mr. Waxman. Right. 

Mr. NoRRis. I pnersonally have not seen that kind of ad out there. 
1 do know m the instances where I have seen things or Jun and his 
people have seen thmgs, we have issued a cease and desist order. I 
behev^and Jun, yo'- can comment on this further— that 100 per- 
cent of the time the cease and desist orders have been complied 
with. 

Mr. Waxman. You have the authority to issue a cease and desist 
order should there be advertismg of that kmd of level of misrepre- 
sentation? 

Mr. Morrison. It is eouivalent to a cease and desist order. It is a 
letter that goes out to the firms, and the firms have been respon- 
sive to thofee kinds of letters. I think that the m^ority of the kinds 
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of statements that you are alluding to are made in forums that are 
not within the purview of drug advertising but are in the public 
arena that no agency has control over. 

Mr. Waxbaan. I thank you very much for your testimony. We ap- 
preciate what you have had to say to us and your enforcement o^ 
the law. 

For our last witnt*^, I would like to call forward Professox* H.C. 
Eastman, Department of Economics, University of Toronto. 

Dr. Eastman, I want to thank you very much for being here. I 
know you have traveled a long distance, and it's not the most con- 
venient thing to do, to come to Washington, but we very much ap- 
preciate it. We wanted to hear from you as an education for us 
^ut what the system is like in Canada, and as we look at altema- 
tives, what some of these alternatives are like in practice. 

So we are pleased to have you with us. Your prepared statement 
will be in the record, and we'd like to ask you to summarize that 
statement as you see fit. 

STATEMENT OF H.C. EASTMAN, DEPARTMENT OF ECONOMICS, 
UNIVERSITY OF TORONTO 

Mr. Eastman. Thank you very much, Mr. Chairman. It is a 
pleasure to come to talk to you about Canadian experience with 
compulsory licensing. 

As I guess everybody knows, compulsory Ucensing of pharmaceu- 
tical patents simply means that under the present Patent Act in 
Canada, any person can go to the Commissioner of Patents and ask 
mm to issue a license for a pharmaceutical product, even when the 
patent-holder will not willingly give that. 

The origin of the policy is to be found in 1919 and United King- 
dom Illation, partly introduced, I believe, because the British 
authorities found during the First World War that there were no 
significant British firms in the pharmaceutical industry, and they 
wanted to weaken the pharmaceutical patents somewhat to provide 
an entry for British fims. 

The legislation was widely copied in British countries, including 
m Canada, which introduced compulsory licensing in 1923, but that 
was compulsory licensing to manufacture. 

As you know, the patent resides in the active ingredient, which 
is m most cases a chemical, and the economies of scale, at least rel- 
ative to the Canadian market, are such— especially were such— 
that it wasn't feasible for firms to obtain a license which was condi- 
tional on manufacturing in Canada. So nothing much happened. 

The next stage was the inquiries in the United States and in 
Canada m the late 1950's and early 1360's, aU of which, at least in 
Canada, came to the conclusion that prices of pharmaceutical prod- 
ucts in Canada were excessively high. It was thought at the time 
that prices were higher than in the United States, but, in fact, I 
don t believe on further investigation that that was the case. Cana- 
dian prices of brand products, patented brand products, have been 
pretty consistently 82 to 85 percent of U.S. prices when there is no 
generic competition. 

Nevertheless, that was the opinion, and all three of these inquir- 
ies proposed weakening patent protection in order to lower prices 



Er|c 326 



322 



by having more generic competition, and that was r'one in 1969 
when the l^islation was amended to permit the importation of 
active ingredients. 

As a consequence of that, generic firms have grown. There are 
four major firms, of which two are extremely vigorous and have ob- 
tained compulsory licenses for the major sellers and especially the 
msgor selling drugs that are relatively easy to manufacture. These 
firms — of course, I'm characterizing them in a rather sweeping 
way, but the general procedure is that they purchase the active in- 
gredient overseas in coimtries with weak patent protection, such 
as— well, Italy, Israel, Hungary, Smgapore, mainland China, a 
number of such countries— import the chemical and manufacture 
the final dosage form in Canada. 

The result of that is or was in 1983 that the price of those drugs 
that faced generic competition of this sort, the multi-source drugs, 
were much cheaper than they would otherwise have been, and 
roughly speaking, if one takes as the price that would otherwise 
have obtained, 85 percent of U.S. prices, you find that the average 
price of multi-source drugs is about 50 percent of that, and that is 
divided between the patent-holder and the licensee, with the 
patent-holder's price being about twice that of the licensee. In 
other words, the effect on the prices of these drugs has been quite 
dramatic. 

The total effect on the cost of drugs was estimated for 1983 to be 
a saving for the purchasers of drugs who are— about 55 percent in- 
dividuals, who pay either directly, although there are not many of 
those, or through insurance premiums, private insurance schemes, 
and the Provincial Governments, who pay most of the drug costs 
for people over 65 and for people on welfare assistance of one sort 
or another. So the total saving for these taxpayers and consumers 
was about $200 million out of a total cost of drugs of $1.6 billion. So 
it was about an eighth of the bill that otherwise would have been 
paid. 

Now the question then arises, well, this is a substantial sum. 
What Ixas the effect been on the firms that retain patents, that 
hold patents? 

And here if we look at the aggr^ate dimensions of the iidustry, 
one cannot note any correlation between the compulsory l.censing 
and the rate of growth of the industry or the profitabUity of the 
industry. That is not to say that some firms have not been severely 
adversely affected; they have. But the market in general has grown 
very significantly because of the aging of the population and the 
role of provinces in funding the drug bill of the elderly, so that we 
have this vast paradoxical result that the overall profitability of 
the industry appears not to have suffered, even though we know 
there was a significant impact from compulsory licensing. 

So perhaps I should stop there, Mr. Chairman, and answer any 
questions you may have. 

Mr. Waxman. Thank you very much. Dr. Eastman. 

[The prepared statement of Mr. Eastman follows:] 
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Statement of H.C. Eastman 



WIDESPREAD MEASURES TO CONTROL DRUG PRICES 



Most governments have institutec cies to affect the price of pharmaceutical 
products. Examples include profit controls in the United Kingdom, restricted lists of 
drugs with costs reimbursed by governments under their health plans in most Euro- 
pean countries and the compulsory licensing of phannaceutical patents in Canada. 



The particular cheracteristics of the pharmaceutical industry explain government 
concerns that prices maybe excessive. 

The quantity of drugs demanded is especially insensitive to price, because each 
patented prescription drug is a monopoly. The drug is prescribed by a physician who 
18 often unaware or little concerned with drug costs. The consumer, for his part, in 
most cases does not pay for the drug himseu, considers the dntg essential to his 
health and lacks the knowledge to find a cheaper product with similar therapeutic 
effect when that is possible. As a consequence, high prices relative to the cost of 
manufacture can be set and, if the drug is a big seller, a lot of money is made. 

The possibility of high prices and profits encourage firms to spend heavily on pro- 
motion and on research and development. On a world wide basis, the promotion to 
sales ratio is about 20 percent and the R and D to sales ratio is less than 10 percent. 

The R and D leads to new drugs that reduce mortality and morbidity, but aJso to 
imitative drugs that do not constitute therapeutic advances, though they are costly 
to develop and to market. 

Promotional activity provides information to physicians and pharmacists, but also 
encourages costly and sometimes excessive use of drugs. 



In the 1960's, three mcyor inquiries in Canada concluded that pharmaceutical 
prices were too high. The Kefauver hearings in the United States were reachmg 
similar conclusions at about the same time. 

All three studies recommended that the objective of lowering drug prices in 
Canada be addressed by modifying the Patent Act. This was done in 1969 by extend- 
ing compulsory licensing to import patented phannaceutical products. Licensees can 
import the active chemical ingredients and sell medicines in Canada in competition 
with patentees. Because of the wording of the Patent Act, the Commissioner of Pat- 
ents has set royalty rates of 4 percent of the licensee's prices when granting compul- 
sory licenses, which leads to very low prices. 

THE EFFECT OF COMPULSORY UCENSING OF PHARMACEUTICAL PRODUCTS 

Compulsory licensees have naturally chosen to sell generic equivalents of the 
major selling drugs. This has reduced the prices of these multi-source drugs signifi- 
cantly and achieved savings for consumers and govemme-^ts that I estimated at 
over $200 million out of total sales of $1.6 billion in 1983. The effect of generic com- 
petition on the price of a few drugs is illustrated in the table appended, which 
shows the U.S. price of the patented drug, the patentee's Canadian price and the 
compulsory licensee's price in Canada. 



The policy has aroused considerable criticism from the patent holding sector of 
the phannaceutical industry and of the governments of countries in which those 
firms are owned. Some firms have been seriously hurt by generic competition, 
though the industry as a whole remains very profitable. On the other hand, con- 
sumer interests, provincial governments (which pay 45 percent of the drug bill) and 
those who think standard patent protection is excessive are in favor. 

Some Canadians also believe that the compulsory licensing policy has discouraged 
R and D spending in pharmaceuticals in Canada. Othf^rs simply think it improper to 
give pharmaceutical products weaker patent protection than is extended to other 
products. 

My own view is that standard patent terms are not a law of nature, but that pat- 
ents are an instrument of industrial policy that should be finely tuned to reach par- 
ticular objectives when that is possible. To be more specific: in the case of pharma- 
ceuticals, I believe that standard 17 year protection from the date of patent grant 
gives rise to excessive prices and costs unless offset by some other steps I also think 



WHY PHARMACEUTICAL PRODUCTS RECEIVE SPECIAL TREATMENT 



CANADIAN PATENT POUCY POR PHARMACEUTICAL PRODUCTS 



VIEWS ON COMPULSORY UCENSING OF PHARMACEUTICALS IN CANADA 
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TABl.h 2 



EST CDN CDN. GENERIC CDN. BRAND 

SINGLE PRICES AS % PRICES AS % OUR 

PRODUCT GENERICS- (1) BRANDS- < I) BRANDS- (2) SOURCE SINGLE SOURCE SINGLE SOURCE I'RICES 



CEPiiALEXZIN 


250mg 


13.67 


20 


11 


83 


lU 


71 18 


1 


28 




500mb 


26 92 


63 


52 


1 6^4 


57 


1 39 , r.8 


19 


31 


CIMETIDINE 


200mg 


6 3 


27 


5i» 


50 


87 


63 26 


15 


66 




300mg 


7 5 


23 


C»7 


53 


25 


65 26 


17 


52 




^OOntg 


I J 81 


36 


26 


61 


0 


51 85 


29 


70 


METOPROLOL 


50mg 


9.7 


13 


U 


28 


77 


26 65 


^0 


55 




100 mg 


W 8 




2 


68 


// 


/.I 65 


63 


58 


NAPROXEN 


250mg 


13 0 


30 


0 


55 


2 


66 92 


28 


66 






17 8 


39 


89 


70 


38 


59. 82 


30 


67 




SOOmg 


25 8 


69 


96 


86 


96 


73 9 


35 


95 


CHl-ORAZEPATE 


3 73mg 


5 0 


)3 


76 


35 


67 


30 32 


16 


65 




7 3 mg 


11 0 


17 


87 


UU 


37 


37 7 1 


29 


67 




15 mg 


H.80 


32 


09 


65 


9 


56.02 


36 


67 


SAI.BUTAHOL 


2 mg 


5.28 


7 


50 


19 


63 


16.69 


32 


65 




I rog 


8 80 


13 


95 


29 


31 


26.91 


35 


56 




1( mg 


36.88 


59 


85 


82 


88 


70 65 


52 


85 




20 mg 


63.6^ 


100 


33 


138 


88 


118.05 


56 


85 



(1) From Ontario Drug Benefic Fonaulary Dec. \, 1986. 

(2) From U.S. wholesales* purciiase price list dated 01/01/87 
basAd on largest package size* and using exchange rate of 1.38. 

(3) Costs estimated based on CDN prices as 85% of U S prices (Eastman) 
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Mr. Waxman. First of all, I do want to point out to my col- 
leagues for the record that you were the Chairman of the Commis- 
sion on the Repo.i of Inquiry on the Pharmaceutical Industry in 
Canada in 1985. 

Mr. Eastman. You are very well informed. 

Mr. Waxman. Yes. And I was impressed by your statement in 
the prepared views where you say: "My own view is that standard 
patent terms are not a law of nature, but that patents are an in- 
strument of industrial policy that should be finely tuned to reach 
particular objectives when that's possible. And to be more specific, 
in the case of pharmaceuticals, I belie^re that standard 17-year pro- 
tection fi-om the date of patent grant gives rise to excessive prices 
and costs, unless offset by some other steps." 

Now the pharmaceutical industry in this country— maybe else- 
where as well— dialikes the idea of Canada's compulsory licensing 
system, because they believe it does not provide them with a suffi- 
cient return in order to fund research and development. 

Without passing judgment on whether Canada's system does that 
now, let me ask you whether there is anjrthing inherent in compul- 
sory licensing that would prevent an adequate return for R&D? 

Mr. Eastman. Well, I think it's probably true that opinion in 
Canada shares the view that the present policy would benefit from 
modification, and the reason— leaving aside the general view and 
returning to mine— I think that the generic part of the industry is 
becommg extremely efficient, as well as having considerable re- 
sources, and the possibility then arises that generic competition 
would become so widespread as to very significantly erode the abi a- 
ty of firms to cover their costs. 

My own view is that some of those costs might be reduced to the 
benefit of social efficiency, and that, I might say, is a view that is 
shared by governments elsewhere. As you know, many govern- 
ments lunit the ratio of sales that can be spent on promotion costs. 
Its not only myself who feels that the information that doctors get 
from the promotional activities of patentees does not require quite 
as much expenditur«» as are actually made on them. For instance, 
the Umted Kingdom limits the expenditures, or did, to 9 percent, 
and it s about 20 percent in Canada. 

So my feeling is that costs could go down. Nevertheless, the ad- 
vantage that a compulsory licensee with very low royalty rates as 
exist in Canada is such as to make the traditional way of doing 
thmgs quite difficult, if the licenamg' were widespread. And as a 
consequence of that, I had suggested that the problem could be ad- 
dr^sed by raising the royalty rate. The royalty rate could then re- 
mburse the patentee who has done the research for his efforts 
fi-om the— by adding to the costs of the licensee. 

Mr. Waxman. Let's step back a mmute and look at it from a so- 
cietal point of view. Society wants to encourage research and devel- 
opment, innovation, production of new therapeutic agents. We 
want a pharmaceutical industry that is going to be as innovative as 
possible. It s to society's benefit to have that. And that's the whole 
idea of the patent law that we have in this country, that we're 
going to give incentives through protecting the innovator. 

If we allowed immediate comi^etition for a product that was inno- 
vated and developed, tlicn there's not a lot of incentive to develop 
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it, because you could just wait around and wait for somebody else 
to develop it. So we want to reward those people who develop some- 
thing new. 

On the oth^r hand, if you have that as the permanent fixture, 
that they have a patent forever, it gives them an ability to have a 
monopoly. And whenever you have a monopoly, it's inconsistent 
with the free market, competitive system that produces benefits to 
consumers through choices. And becau^je there are choices, if 
there's competition based on the price of the product, the price 
tends to be stabilized. 

So you try to balance off these tv/o thmgs, and the way that we 
have balanced it off in this country is we give the patent for a 
period of time, and we say, "You have a monopoly during that 
period of time, but when that time is over, we want competition." 
So then we allow generic drugs to compete. 

Another way of providing that balance is to say, "If you're the 
innovator, you have the patent, but that doesn't keep others from 
producing the drug. It means that if they do produce the drug, you 
are to be rewarded, because you are the patent-holder." If you are 
rewarding the ^ atent-holder and still allowing competition in the 
sale of the product, you are obviously reducing the value to the 
patent-holder, compared to what we have in this country. 

If you do that, do we run the risk of driving the industry out of 
the area of trjdng to be innovative and creative and produce more 
breakthroughs? 

Mr. Eastman. Well, it's hard to judge how an industry— how 
irembers of an industry would respond to a major change in the 
way in which their intellectual property is handled. But in princi- 
ple, there should be no — there should be an equivalence in terms of 
the return to the inventor as to getting his income from the royalty 
on a proaact manufactured from others or from having a monopoly 
right of his own which excludes competition, and hence he gets a 
return from the higher price that can be set in the absence of such 
competition. 

My personal view is that compulsoxy licensing, as a general 
system, not simply for this industry, is a valid one. It's especially 
relevant to this industry, bea ^se one which is particularly vul- 
nerable to generic manufact Duplicating an inveation is easy, 
once it's been made, conip: -any other industries. 

Mr. Waxman. Well, I ping back to your statement, 

"Standard patent terms ar^ law of nature; this is a decision 

by society and society's repio. xtatives have to decide what is in 
the )> fit mterests of the public, both for innovation and for consum- 
ers." 

Now the people who purchase drugs or need drugs in Canada 
don't generally purchase them themselves. They usually have a 
health care system that purchases the drugs. Isn't that the case? 

Mr. Eastman. Yes. About 45 percent of the population has its 
drugs paid, to a very substantial extent, by provincial governments. 
I gues^ ^mother 45 percent is covered by some kind of insurance. A 
few of \he plans, of these private plans, are so^alled generic plans 
where the insurer requires the product that is bought to be gi^neric. 
And then 10 percent of the population buy their own drugs without 
that kind of protection. 
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I might say that the sale of generic products is also encouraged 
by the provinces, and each province is a little different, but at least 
Ontario and Qi^ebec and some other provinces will only reimburse 
at the lowest price. So whichever drug is dispensed by the pharma- 
cist, the price is normally that of the generic manufacturer. 

Mr. Waxman. That's a function of the health care system in 
Canada. But one of the functions of the health care system in the 
United States is that the consumers who need the drugs must pay 
for them out of their own pockets, for the most part. Overwhelm- 
ingly, they are not reimbursed by Government-funded insurance 
pn^ams or private insurance programs for most of the phanna- 
ceuticals that ai*e purchased. And it seems to me that that is an 
argument for those looking at the present situation for drug pric- 
ing in this country to say, maybe there's a greater need to change 
the balance that the society must try to accomplish between giving 
the incentives for innovation, but yet not pricing people out of the 
: bility to buy those drugs they need to survive— or if not pricing 
them out, putting such a tremendous burden on them. 

Yon know, what we really have is a shift of wealth from people 
who are the least able to bear these costs to an industry that shows 
the highest return on its investments. So you have a shift, a com- 
pletely r^essive shift, from people on the lower income side to 
corporations m the higher income side. We are elected to look at 
what the puDlic interest should be in this country and might have 
to ask whether it makes sense to have that kind of shift of wealth 
for a basic, essential ingredient such as pharmaceuticals. 

From the point of view of the Canadian system and your recom- 
mendations for changes in the Canadian system, you would achieve 
that balance through a different way than the way we try to 
achieve it here. 

Mr. Eastman. Yes. I wouk'. not venture an opinion about the 
U.S. system, since I don't really know the conditions in the United 
States sufficiently well, but those were my recommendations for 
Canada. As is often the fate with a commission, they were not ac- 
cepted in substantial part, and what the Govern "lent is now posing 
is to keep compulsory licensing, but in a modified form, by protect- 
ing the patent for a longer time. For most patents, it would be for 
10 years after the clearance for marketing of that drug. 

Now that will only be for the first patent on the chemical, so 
that any subsequent patents tdcen on the same medicine will still 
be subject to compulsory licensing. 

Mr. Waxman. They're looking at a proposal to move more in the 
direction of the United States' system; is that 

Mr. Eastman. I beg your pardon? 

Mr. Waxman. In Canada, U:ey are lookirw at a proposal to m >ve 
more in the direction of the United States' system. 

Mr. Eastman. Yes, that's the case. At least to extend the patent 
protection. But it has these two wrinkles. One is that it's only on 
the first patent. The second is that the period of exclusivity, which 
is superimposed on the patent of 17 years, is calculated based on 
the moment when the drug is put on the market. So that if you 
had in the 10 vears in addition to the lapse of time from the patent 
grant to the clearance for marketing, which might be another 6 or 
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7 years, the total term will be only slightly shorter on the whole 
than the first patent. 

Mr. Waxman. Is your government looking at this change in 
order to encourage /aore innovative pharmaceutical research-based 
development in Canada? 

Mr. Eastman. That is the bar^.ain that the Minister has an- 
nounced, that in discussions with ch^^ Pharmaceutical Manufactur- 
ers Association of Canada, the Association has promised the— I 
?uess a quid pro quo, that the R&D co sales ratio would go to 8 
percent in 4 years and 10 percent in iO years, which would be a 
very substantial increase over the historical ievel in Canada since 
1969. 

Mr. Waxman. So in Canada they're looking at a bargain where 
every 10 cents out of a dollar will go to R&D under tins new pro- 
posal? 

Mr. Eastman. For every 10 cents on sales, yes, which is approxi- 
mately the worldwide R&D ratio for the ma; - firms in Canada, 
now operating in Canada, or at least was in 198^. 

Mr. Waxman. And consumers will pay a dollar more in Canada 
to get 10 cents more for R&D? 

Mr. Eastman. No. No, no. I don't think it will work that way. 
It's very difficult to calculate, and I have not been in a position to 
do so, to estimate what the additional cost of drugs may be in 
future from this new policy. 

The principal reason for that is that it applies only to new drugs, 
and we don't know what they are, and hence it's very difficult to 
estimate. But I would be very surprised that the cost change would 
exceed the R&D change in dollar terms. 

Mr. Waxman. Well, Canai!<i and the United States are very dif- 
ferent countries, although we have much in common. And as it re- 
spects this kind of balancing that we both are trying to achieve, in 
some ways, as you look at it from different perspectives, /ou might 
say the grass looks greener on the other side of the fence. 

But when I hear about the fact that consumers can benefit from 
lower prices, and still there can be innovation for development of 
new drugs, that strikes me as an attractive rltemative to one 
where there Is a monopoly, and the consumers are faced with such 
a largo uixl. 

I wouldn'. want to endorse such a system, because I'm not sure 
of all of the ramifications for this country, although I think this is 
something that we ha\e to think about because there is a balance 
to be achic /ed, and when things are out of balance, then what we 
have is a system that is unfair, either to the goal of innovation or 
unfair to the objective of allowing consumers to buy drugs they 
need. 

I appreciate your being with us to give us some kind of insight 
into a system that we haven't really loohed at that carefully in this 
country, but perhaps we will have to look at with greater care to 
see if that may be one of ^'\e alternatives to get us out of the very 
difficult situation we are i. xxlay. 
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Thank you very much. 

Mr. Eastman. It was a pleasure to come. 

Mr. Waxman. That concludes our hearing today. We thank all 
those who participated in it, and we stand adjourned. 

[Whereupon, at 2:28 p.m., the hearing was adjourned, subject to 
the call of the Chair.] 
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MEDICAL DEVICES AND DRUG ISSUES 
FDA's Implementation of Medical Device 
Amendments of 1976 



MONDAY, MAY 4, 1987 

House of Representatives, 
ciommr tee on energy and commerce, 
subcommritee on health and the environment, 

Washingt-jn, DC. 

The subcommittee met, pursuant to notice, at 10 a.m., the Hon. 
Henry A. Waxman (chairman) presiding. 

Mr. Waxman. The meeting of the subcommittee will come to 
order. 

At the outset I would like to mention for the record that Mr. Si- 
korski has informed us that although he has a strong interest in 
this hearing and would have appeared if he possiblv could, he has a 
long-standing commitment that conflicts with this Kearing and pre- 
vents him fn/m being here. We r^ret his absence and look forward 
to working ^ith him on medical device issues in the future. [See p. 
391.] ^ 

Also for the record, the two major trade associations whose mem- 
bers sell medical devices, the Health Industry Manufacturers Asso- 
ciation, HIMA, and the National Electrical Manufacturers Associa- 
tion, NEMA, have indicated that they do not wish to present testi- 
mony today. 

Most .\mericans know that the Food and Drug Administration 
regulates drugs. Because of FDA, most of us believe that the pre- 
scription drugs we use are as safe and effective as can reasonably 
be expected. Many people don't know it, but FDA also regulates 
medical devir-^- products that can be anything from bedpans to x 
rays to pacemakers. FDA's authority over devices makes perfect 
sense. Like prescription drugs, medical devices are very special 
products and require special scrutiny for safety and effectiveness. 

For example, any medical devices are implanted into the body, 
and they carry out lifesaving functions and often remain more or 
less permanently. 

However, unlike prescription drugs, most medical devices today 
manage to escape effective regulation. As we will see in this morn- 
ing's hearing, onlv a handful of devices that Congress has directed 
FDA to approve for safety and effectiveness have actually been so 
approved. 

What does this mean for those of us who must be treated with 
medical devices? Well, it means that we have to ask some troubling 
questions. 

(331) 
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For example, what happens when a medical device is inside your 
body and turns out to be defective? Frankly, the answer is not en- 
couraging. A defective medical device presents unique problems. As 
difficult as it may be to identify and recall defective consumer 
products, such as an automobile or a child's toy, it is far more com- 
plicated to deal with potentially dangerous artificial joints or pace- 
makers or heart valves. Dangerously defective implantp have to be 
removed and replaced. 

Unfortunately, this can mean major surgery with all of its at- 
tendant risks and suffering. Even devices that are not implanted 
can present enormous hazaSrds. 

In my own familv I have seen the unfortunate life-threatening 
consequences of problems associated with medical devices. That ex- 

Eerience is a vivid and continuing one. Olid that has ce* ainly 
eighteneu my sensitivity r^arding today's hearing. 
Clearly the best anproeich is to have a system that provides rea- 
sonable assurances that medical devices are both safe and effective 
before they become a routine part of medical practice. There is a 
law that is intended to provide such assurance. That law is the 
Medical Device Amendments of 1976. It was passed in order to give 
FDA authority over devices similar to that wnich it has over drugs. 

Under the law, high risk devices require approval by the FDA 
before they can be sold. Other devices that present serious but 
lower risks require performance standards promulgated by the 
FDA. / U other devices must conform to FT>A's general controls, 
such as its good manufacturing practices. 

Although the law seems fine in theory, in practice it has never 
worked. Unfortunately, a loophole in the law has allowed most 
medical devices to escape effective regulation. Under the loophole, 
manufacturers simply claim that their new devices are substantial- 
ly equivalent to old devices, those the were on the market before 
1976. Most manufacturers resort to this approach variously de- 
scribed as the 510(k) process, premarket notincation, or substantial 
equivalence. 

On this point I direct your attention to charts set up in this 
room, also included in the memo we sent to the subcommittee's 
members. 

As you can see, we used the term "premarket notification" in the 
charts. We could just as easily have said substantial equivalence or 
510(k). Well over 98 percent of the new devices that enter the 
market ?ach year do so by claiming substantial equi^ence, rather 
than gomg through premarket safety and effectiveness reviews. 

Under the substantial equivalence approach, devices that come 
onto the market 50 years from now will have to demonstrate only 
that they are as safe and effective as devices on the market before 
1976. 

Even today, technological improvements have rendered obsolete 
many medical devices that were on the market 10 years ago when 
this law was pa*' Yet new devices claiming sul^tantial equiva- 
lence need not hicorporate these improvements. They need only be 
as safe and effective as devices on the market over a decade ago. 

What this means is that Americans continue to serve as guinea 
pigs for new medical devices; and what's worse, once a device in 
the market proves itself defective, there's no guarantee that FDA 
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will even learn about the problems, let alone get the devices off the 
market. 

As we will hear, the system to report defects is itself defective. 
One of the nuyor arenas for medical device use and injuries is hos- 
pitals. Yet hospitals don't have to, and therefore don't, report medi- 
cal device hazards to FDA. 

Moreover, FDA's recall powers are extremely nanw under cur- 
rent law and don't permit the agency to take quick action unless 
manufacturers cooperate. 

Unfortunately, not all manufacturers do cooperate. 

In closing, let me state that I think the problems are clear. What 
we need are solutions. Last year we si^ested some l^islative 
changes that we thought would help reduce the problems. We con- 
tinue to refine this l^islation. To do this properly, we must have 
the cooperation of consumers, manufacturers and the FDA. And if 
it takes more hearings like this to ensure that cooperation, then we 
will hold more hearings. 

Today we will hear from a number of witnesses who have had 
troubling personal experiences with medical devices. We believe 
that their stories will help illustrate the points we have made this 
morning. But before calling on those first witnesses, I want to rec- 
ognize the very distinguished Chairman of the full Enei^ and 
Commerce Committee, and also the Chairman of the Subcommittee 
on Oversight and Investigations, which has played an active role in 
looking at the medical device problem, Mr. Dingell. 

Mr. Dingell. Mr. Chairman, I thank you. I commend you for 
holding these hearings. I believe they are very important. I am 
here primarily in my capacity as Chairman of the Subcommittee 
on Oversight and Investigations. 

As you know, Mr. Chairman, for the past several years the sub- 
committee has conducted numerous hearings and investigations re- 
lating to problems with specific medical devices and with the Food 
and Drug Administration's implementation of existing medical 
statutes. 

Mr. Chairman, your hearings this morning are a testament to 
the manner in which oversight and legislative processes are intend- 
ed to work. Under the Rules of the House, it is the responsibility of 
the Oversight and Investigations Subcommittee to review and 
study the application and administration, execution and eft'ective- 
ness of laws within the jurisdiction of this committee, and to deter- 
mine those laws and programs which should be continued, cur- 
tailed or eliminated, and to report on a need for new or additional 
legislation. 

In this matter, Mr. Chairman, your subcommittee is carrying out 
its responsibilities in a very appropriate fashion this morning, and 
I commend you and the subcommittee for the work you are doing, 
and I want to express my particular appreciation for the way in 
which our staffs nave worked together on this particular matter. 

Some brief studies of the way the Subcommittee on Oversight 
has worked for the past few years, I believe, would be useful to the 
record. 

In 1982, the subcommittee conducted its first hearings regarding 
implementations of the 1976 Medical Device Amendments. The tes- 
timony was received from the Commissioner of Food and Drug and 
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from outside public interest groups. Those hearings examined 
FDA s activities with regard to a number of medical devices, in- 
cluding contact lenses, tampons, and something known as a volu- 
metric p*imp cassette. 

In May of 1983, the subconmittee issued a report entitled "Medi- 
cal Device R^ation: The FDA's N^lected Child." The inescap- 
able conclusion of the subcommittee in that report was that FDA s 
performance in the implementation of medical device amendments 
IS a picture of bureaucratic neglect for public health and safety 
that IS indeed shoiS^ing to the conscience. 

Indeed, at that point FDA barely had begun to implement the 
provisions of the law which had been enacted more than 6 years 
previously. Some of the specific findings of the committee con- 
tained in that report include the following: 

One, through n^ligence or by intention, the FDA has failed to 
implement the major provisions of the Medical Device Amend- 
ments of the Food, Drug and Cosmetic Act. 

Two, FDA^ is relying almost exclusively on general controls to 
r^ulate devices when it previously determined that such general 
controls were inadequate. 

Three, as a consequence, FDA is unable to assure the American 
public that many medical devices currently on the market and 
relied upcn to treat disease and sustain life are safe and effective. 

Four, hv failing to restrict devices to address problems caused 
through their misuse bv inappropriately trauied persons or poorly 
equipped facilities, FDA has failed to deal with the most frequent 
source of device-related injuries. 

Five, FDA seriously compromised the credibility of its law en- 
forcement deterrence when, having found clear violations of law, it 
failed to recommend meaningful prosecution promptly and vigor- 
ously. 

The subcommittee's report also contains a number of legislative 
recommendations to address these problems. The subcommittee 
hearings conducted in 14arch of 1984 focused on failed pacemaker 
leads and on FDA's faulty administration of the law that contribut- 
ed to these problems. 

The subcommittee hearings were conducted, examining anesthe- 
sia machine failures in September of 1984 and, once again, FDA 
was faulted for its failure to properly and promptly implement the 
provisions of the 1976 laws. 

One might ask, is there anything positive that can be said about 
FDA s implementation of the 1976 medical device amendments? In 
my assessment, the answer to chat Is clearly yes. After 6 years of 
total neglect for this legislation, I believe that FDA has begun to 
demonstrate good faith attempts to implement major provisions of 
this 1976 law. They have yet to be totally successful, for a number 
of reasons. 

One reason is that to implement the letter of the 1976 law would 
entail enormous undertekings in terms of time, monev and person- 
nel, which parenthetically are not currently available to that 
agency because of budgetary constrictions and because of the ac- 
tions of 0MB. 

Thr second reason why FDA h-^- yet to fully implement the pro- 
visions of the law is their genuine beUef that some of the provi- 
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sions are more rigorous than necessary to ensure safe and effective 
medical devices. That may be correct, and FDA might be right m 
some r^ards. I believe that we are here this morning because most 
of us concluded that this law is not perfect in every particular. 

Mr. Chairman, our constitutional form of government, the Rules 
of the House, the oaths of office taken b - all of us, allow for lunited 
options with r^ard to discharge of the Responsibilities. Very fully, 
our oversight responsibilities require the nill and faithful execution 
of laws. If it is determined that there are deficiencies in existing 
laws, our responsibility then is to amend those laws. There exists 
no option which provides for an agency to determine the adequacy 
of exiting laws and then to vary the unplementation of those laws 
according to the whim of the agency. 

There is one message that I woiUd like to leave very clearly with 
the subcommittee this morning. We will either amend this law or 
we will ensure its proper implementation. Congress, and particular- 
ly any subcommittee or committee which I chair, will not tolerate 
de facto amendment or repeal of any law by any executive agency. 
That is a function of the Constitution which requires that the Con- 
gr^ take such action, and that is a function and responsibility 
which this Congress will carry out, and it will not be carried out by 
executive or administrative fiat. 

All of us are to be assured that the Oversight Subcommittee will 
continue a fiiU d^free of interest and activity u) ensure FDA's 
proper execution of the law. The Oversight and Investigations Sub- 
committee reported what we believed to be a number of inadequa- 
ci^ with the existing law. You are familiar \nth the work of the 
subcommittee, and I greatly appreciate again, Mr. Chairman, the 
way in which our staffs have worked together and the cooperation 
that you and I have shared as we have looked into matters relative 
to Food and Drug law. 

I would observe, Mr. Chairman, I am not committed for or 
against any Illative proposal. I believe that your subcommittee 
can deal with this matter with full competence and full adequacy. I 
am open to any particulars that may be developed by your subcom- 
mittee, and I am anxious to observe the record that you will devel- 
op as you b^in the hearings this morning. 

I reiterate, Mr. Chairman, I commend you for initiating the proc- 
ess, and I will look forward to working with you to ensure that any 
amendments to this Illation that you would bring forward will 
receive the most careful and full consideration in the Full Commit- 
tee. I am satisfied that they will protect the health and safety of 
the American public, and I commend you for your labors this 
morning. 

Thank you, Mr. Chairman. 

Mr. Waxman. Thank you very much, Mr. Dingell. I want to com- 
mend you on an excellent statement. Without objection, Fd like to 
add to the record the memorandum for members of the subcommit- 
tee. 

[Testimony resumes on p. 348.] 

[The memorandum referred to follows:] 
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U S HOUSE OF REPRESENTATIVES 
COMMITTEE ON E NERGY AND COMMERCE 
SUBCOMMITTEE ON HEALTH AND THE ENVIRONMENT 

* '-'i RArBlfRN HOVi>l OFFJCC 0U>tDiMG 
WASHINGTON OC 20515 




MEMORANDUM 

Tos Members of the Subcommittee on Health and the Environment 
From: Henry A. Waxiaan, Chairman 

Res Medical Device Hearing, May 4, 1987 

On Monday, May 4, 1987, the Subconraittee on Health and the 
Environment will hold an oversight hearing on the implementation by the 
Food and Drug Administration (FDA) of its authority over medical 
dev ices • 

Like prescription drugs, wedical devices are highly specialized 
consiner products. In many cases, medical devices are surgically 
inserted into the body and are intended to remain there perraanently . 
As difficult as it may be to identify and recall an automobile or 
children's toy, it is far more complicated to deal with a potentially 
defective or dangerous artificial joint or pacenaker or heart valve 
that has been implanted into soneone. Clearly, the best solution is to 
have a systOT that provides reasonable assurance that the devices are 
both safe and effective. 

There is a law that is intended to provide surfi assurance. That 
law, the Medical Device Amendments of 1976, is complex In order to 
^* fu ,® issues in oerspective, this memo describes raevant sections 
ot uie law and provides sorae background information on FDA's 
nplenentation of it. 
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Kecognizmg that FDA's authority over nedical devices was 
inadequate, and acknowledging the number of deaths and serious miuries 
identified with medical devices, such as the Dalkon Shield, Congress m 
1976 amended the Food, Drug and Cosmetic Act to expand FDA's powers 
dramat-ically. Under the 1976 device amendments. Congress directed the 
agency to establish a three-tiered regulatory scheme: 

£Xa&S hi devices require premarket approval. Before these 
devices can be sold, manufacturers must submit specific 
documentation to FDA demonstrating that the devices are safe and 
effective; 

£iaa£ H devices require performance standards. Before they can 
be sold, these devices must comply with safety and effectiveness 
standards promulgated by FDA; 

£Xa&S I devices, although requiring neither premarket approval nor 
performance standards, must conform to FDA's general controls, 
such as its Good Manufacturing Practices (GKP). 

Congress did not -grandfather" devices in the 1976 law. Rather, 
the law requires FDA to regulate aU devices — whether marketed before 
or after 19/6. 

In addition, the law provides FDA with explicit -recall* authority 
ror medical devices. Under appropriate circumstances, the acency can 
seek the remedies of repair, replacement or refund. Th's recall 
authority is similar to that of other health and saf ety'agencies in 
some respects, in one respect, hcvever, FDA's recall authority with 
regaro to medical devices differs substantially. Under the device 
ajrendnents, FDA must not only prove that a product is dancerous, it 
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In May, 1983 # the SubccR'aiitee on Oversicht and Investigations 
issued a report on FDA's impleirentation of the nedical device 
arendjner.ts. The repoitf titled 'vedical Device Regulation: The FDA's 
Neglected Childf* found that, notwithstanding the clear mandate of the 
lav, FDA had yet to regulate a single preanendment device (i.e., a 
device on the market before passage of the 1976 lav / through premarket 
approval. Similarly# the report found that the agency had yet to 
promulgate a single performance standard for any device — pre^mendraent 
or postamendncnt . 

Instead, according to the report, the FDA devoted the bulk of its 
regulatory efforts to tvo categories of 'devices. The first is the 
so-called "transi clonal " devices, i.e.# hose devices that FDA# prior 
to 1976* had convinced a court to treat as drugs and t'lereby to require 
premarket approval. The second is Class III devices introduced into 
the market 197 6. 

FDA's approach meant that all devices on the tnarket prior to the 
1976 law (so-called "preamendnient devices") could remain on the market 
even where the agency had found that they were potentially dangerous 
enough to require either prenarket approval or performance standards in 
order to ensure their safety and effectiveness. 

Moreover, the report cor«cluded that by allowing all pi£amendraent 
devices to avoid the full degree of regulation mandated by Congress, 
FDA opened a loophole for most XififiJ;-1976 Class III and Class II devices 
to escape regulation as well. Under the loophole* nanof acturers of 
po8t-1976 devices can simply claim that their devices are 
"substanti * equivalent" to pre-1976 devices and enter the market 
without h to go through precarket approval or meet performance 

standards. ..lese post-1976 devices can be sold until FDA regulates the 
Fre-1976 dc/ices to which they clai.-n "substantial equivalence." 



Section 5iG(k of the znedicsl device anendments requires 
mancf act jrers who propose to ir.trccuce new devices into interstate 
commerce to notify FDA prior to ccirg so. All such devices are 
considered to bo Clas5 tll devices -- and therefore are barred frorr 
sale without ^remarket approval unless they meet certrin exceptions. 
As noted above, the largest except: or. is when a new d€'. ice is 
"Eubstart: ally equivalent" to a Fr€-i976 device for w.Mc^ FDA has not 
I'et required prertri^et approval cr for which the acenc;, has not yet 
proirsulgated a performance standard. 



lh& Expansion Ol "substantial Equivalgnre" 





339 



This exceptirn has virtually consixr.ed the rule. As noted above, 
until reculated by the FDA, any ut£-l976 device ani all post -1976 
devices s jfcstarti al ly equivalent to the pre-1976 device nay be sold to 
the public withcut restriction. Given that FDA has not regulated ary 
Fre-1976 devices, r.ost saanuf acturers resort to this approach, variously 
described as "the 510(k) process," "prerr.arket notification," or 
"substantial equivalence." As demonstrated m Chart One in this 
menoranduw, well over 98 percent of the new devices that enter the 
market each year do so through prewarket notifications claiming 
substantial equivalence rather than through prenarket approvals. 

These large numbers have been raade possible not vrJy by section 
SlO(k), but also by FDA's extrer.ely broad reading of the section. As 
interpreted by FDA, section 510(k) permits post-1976 dev » "es that have 
the same intended U5£ as a pre-1976 device to enter the rket so long 
as they are as safe and effective the pre-1976 device. 

Under FDA's approach, devices that come onto the market fifty 
years after passage of the law will only have to demonstrate that the>' 
are as safe and effective as devices on the market before 1976. Even 
today, more than ten years after the law was passed, major 
technological improvements have occurred with many medical devices. 
Yet, under FDA's 510(k) approach, new devices need not incorporate 
these improvements? they need only be as safe and effective as similar 
devices on the market before 1976. 

The most imEX>rtant irrplication of this broad application of the 
SlO(k) process is that the vast majority of medical devices now 
entering the market are only minimally scrutinized for safety and 
effectiveness. 

FDA's approach led the Oversight Subcommittee to state in 1983, 

... by defaulting in its obligation to establish safeguards 
for classes II and III devices, the aoency has forced itself 
to rely heavily upon the 510(k) process as a weak surrogate 
mechanism to provide some modicum of assurance of the safety 
and efficacy of devices that, contrary to congressional 
mtert, are subject only to ceneraJ controls. 
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Xhfi Current Situate 



Very little has changed sirce the 1983 Oversight Subcommittee 
repcrt. As illustrated in the attached charts, no premarket approvals 
for pre-1976 devices have been ccnpleted, no pert crniance standards have 
been promulgated and nost new devices still reach the market through 
section 510(k) premarket notification. 

As also illustrated by the charts, the number cf reports of 
potentially defective medical devices and of device recalls has 
iD Creflsgd substantial ly in recent years, in part, this reflects the 
pronulgation by FDA of mandatory reporting requireaents at the end of 
1984. Whether there are other reasons for the increases in hazard 
reports and recalls will be explored at the May 4 hearing, whatever 
the reasons for the increases, it seens clear that Congress should be 
concerned about whether the public is being adequately protected under 
the current system. 



£tUlJl fiOfit This chart illustrates tnat less than 2 percent of the new 
devices that come onto the market actually do so as a result of 
premarket approval (or as a result of complyin*; with safety standards). 
Rather, most devices simply rely on prenarket notifications, i.e., 
"substantial equivalence" determinations pursuant to section 510(k) of 
the law. In these cases — constituting 98 percent of the new devices 
entering the market — FDA permits the devices to be sold to the publ r 
without approving them for safety and effectiveness. 

Chart IkflJ This chart illustrates that most of the new products 
entering the market fall within Class III or class II. Although FDA is 
congressional ly mandated to regulate these devices with prenarket 
approval and performance standards, in fact — as illustrated in the 
charts in this memorandum — FDA has failed to do so. 

Chart ThrftO This chart illustrates that roughly 3 to 7 tiroes as many 
Class III devices get onto the market each year through premarket 
notifications ^x.e., 'substantial equivalence" determ .na tions pursuant 
to section 5X0(k) of the law) as do through premarket approvals by FDA. 
As stated above, premarket notifications permit devic.-s onto the market 
without FDA approval for safety and effectiveness. 

OlLLt ZfiUIt This chart illustrates that FDA has net completed a single 
pre-rarket approval proceeding for a Class III device that wcs on the 
r.^rket bef Oi e passage of the necioal device ar.endr ,r,ts. The rojohly 
140 pre-1976 class III categories contain afprcxin-atel,- 1 ,000 separate 
medical devices produced by device manuf acturers*. 

£hALL LJl1'&: This cr.irt illustrates that FCA has not corpleted a sirule 
performance standard for any of the devices classified by the agency as 
requiring performance standards in order to be considered safe and 
effective^. The roucnly 1,100 Class II categories contain tens of 
thousands of separate Tedical devices produced by device manufacturers. 

£haxt This chart sets forth the nur.ter of reports received by the 

FDA identifying aedioal devices that may have caused or contributed to 
a death or serious injury. The chart shows the number of reports 
received under the DEN system, which is voluntary, and the KDR systcn, 
which is mandatory. Before FDA promulgated the HDR rule, many 
manufacturers argued that a voluntary syster. adequately reported 
potential hazards associated with medical devic s. FDA rejected that 
argument. The number of reports to FDA under the mandatory systcn^ have 
run at a rate almost six times the best rate of the voluntary system. 

£JbjULt S£}L&n^' This chart sets forth the number of .ecalls recorded by 
FDA involving medical devices. Although many manufacturers insist that 
the current premarket approval and standards-setting process at FDA 
works well and needs no changes, these data suggest that Congress 
should be greatly concerned about whether the public is adequately 
protected. 
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Mr. Waxman. I would like to call our first panel to come forward 
to this table. Will the panel of Pam Taylor, Clayton Burger, Anna 
Burger, Tama Jackson, James Jackson and James Young please 
take seats at the table, if you would. 

We want to thank you very much for coming before the subcom- 
mittee this morning to tell us about your experiences with medical 
devices. Although we obviously can't make any kind of judgment as 
to claims you have against manufacturers involved, we tWnk your 
experiences illustrate the potential for harm involved when we are 
talking about a medical device in the current r^latory system. 

We would appreciate if you would tell us about your situation 
and try to keep it to around 5 minutes so we can hear from all the 
witnesses today. 

Ms. Taylor, why don't we start with you. If you would just pull 
that microphone closer to you, and then there's a button at the 
base, just push the button. 

STATEMENTS OF PAM TAYLOR, MILLBURY, OHIO; TAMA REASON- 
ER JACKSON AND JAMES JACKSON, WASHINGTON, DC; AND 
.LAYTON LEWIS BURGER AND JULIA BURGER, BALTIMORE, 
MD 

Ms. Taylor. Good mommg. My name is Pam Taylor, and 1 >;ould 
like to introduce you at tiiis time to my daughter, Jessica Taylor. 

Mr. Waxman. Hi, Jessica. 

Ms. Taylor. She is the reason we are here today. 

Incidentally, we are originally from Tecumseh, MI, and we have 
.-rome here today from Millbury, Ohio, and I think Jessica is going 
to go with her uncle now so that I can be very frank with you 
about her experiences. 

At 15 months of age, Jessica had a viral myocarditis, which ap- 
parently caused second and third degree heart block. On October 
26, 1982, a bipolar pacemaker system was inserted, using two Med- 
tronic unipolar leads, which were attached to the outside of Jessi- 
ca's heart. 

Eleven months after the pacemaker was inserted, Jessica blacked 
out on three occasions at home. She was hospitalized and subjf cted 
to repeated painful U?sts, and her pacemaker was readjusted almost 
daily for close to a month. 

The problem was that her pacemaker was sensing heartbeats 
that weren't there, so it wasn't firing, and it was also not sensing 
her own heartbeats and firing inappropriately. 

After several consultations with the manufacturer's representa- 
tives, the pacemaker was replaced on October 10, 1983. At that 
time doctors found one of these unipolar leads, which were Model 
No. 4951, was not functioning and it was capped off, though it was 
not removed from her body. 

A unipolar pacemaker was inserted and attached to the one re- 
maining lead. 

We are currently involved in a lawsuit with Medtronic, and we 
contend that the Medtronic lead. Model 4951, that was used in Jes- 
sica's initial surgery was defective in design in the same way as an- 
other Medtronic mode!. Model No. 6972. This defect caused a mal- 
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function in the pacemaker system and we do have written expert 
testimony to that effect. 

Since the surgery we have found that the lead Model 4951 that 
Jessicas life depends upon was approved through the 510(k) 
method. Medtronics sent a letter to the FDA stating that the Model 
No. 4951 was substantially equivalent to other Medtronic models, 
specifically No. 6972. 

Because of this 510(k) approval, Jessica's leads were allowed to be 
placed on the market without ever being tested. 

On June 15, 1984, the Model No. 6972 was recalled. This was due 
to a defect in design that caused problems substantially equivalent 
to those Jessica experienced. 

We also contend that Medtronics was well aware that these prob- 
lems existed with their Model 6972 when the Model No. 4951 was 
attached to Jessica's heart. 

Jessica was 2 years old when her pacemaker was replaced. She 
still remembers the mask that was placed over her face, and I still 
remember the look on her face when they took her from my arms 
mto surgery. She still wakes up screaming. She still sleepwalks. 
She still has unexplained fits of anger and depression, and I still 
wonder every morning when I put her on the school bus, is that 
one remaining, untested Medtronic lead going to get her through 
another day. And what will I tell my 5 year little girl if something 
happens to that lead. God forbid. Will she be around for me to tell 
her an3rthing. 

Jessica was very proud that she got to come here today. She even 
had thoughts that she might meet the President. How can I tell my 
daughter that the manufac^v;ers and the governmental depart- 
ments don't care enough to test these products before they allow 
them to be used? 

? am alarmed and I am disappointed that no one told me about 
A J pO(^) method of approval when Jessica needed her surgery. 
And I am distraught when I hear about the thousands of Medtronic 
leads that have failed, and I wonder how many fail and go unre- 
ported. But most of all, I am heartsick that this continues to 
happen. 

Any product chat affects the health and well being of any indi- 
vidual must be extensively tested before it receives government ap- 
proval. You have the authority to protect us. Jessica has suffered 
enough. She is too young to personally ask for your help, so on 
behalf of my daughter and the countless other victims I appeal to 
your sense of decency and ask that you please give this matter 
your immediate attention. 

Thank you. 

Mr. Waxman. Thank you very much, Mrs. Taylor. 

Please tell Jessica that the fact that she came here with you 
gave us information that we hope will mean that we can make 
sure that devices for everybody in the future will be as safe as pos- 
sible, and it's been vtry helpful to hear about your personal experi- 
ences. * 

Ms. Taylor. I will. 

Mr. Waxman. I'd like to now ask to hear from Mr. and Mrs. 
Jackson. 
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STATEMENT OF TAMA REASONER JACKSON AND JAMES JACKSON 

Mr. Jackson. Thank you ve^T much, Mr. Chairman and mem- 
bers of the committee. 

Both my wife and I will speak. I will try to make it very brief. 

Our case involves a malfunctioning incubator. In 1981, our son, 8 
days old, was literally cooked to death in a local hospital We are 
very fortunate that we have two very beautiful childre.i now; how- 
ever, it does not subtract from the incident ^nd the gravity of that 
particular incident. 

The incubator had serious defects. The thermostat did not func- 
tion properly. It was improperly placed, and the placement caused 
it to break and, in particular, in our case, the on/off switch did not 
work. It would sometimes register off when it would, in fact, be on. 
There were a number of other defects that were involved in our 
particular case. 

It would overheat. It would read sometimes 100 when, in fact, it 
would be close to 105 or 110, and that is how our child passed. 

That was in 1981. To this day, we're not sure whether that incu- 
bator is still on the market or not. 

As a parent of two very beautiful children, a daughter who is 
about to be 1 and a son who is about to be 5, 1 set guidelines. I set 
guidelines for them, so that hopefully one day they will grow up to 
be very beautiful adults. 

I know that my son would prefer to police himself. He Iz a bud- 
ding diplomat. He feels that anything is n^otiabis. He would also 
like to name his own punishment. Unfortunately, that cannot 
happen. As well, it cannot happen on a larger scale. In our case as 
well, the hospital felt that they should police themselves, and they 
did not have— they did not have any type— method of actually 
working on the machines, of just safeguarding the machinery. 
There was absolutely none whatsoever. 

That's all I have to say. Fm sorry. 

Mrs. Jackson. We are nervous, as you can tell. This is not some- 
thing that we enjoy doing, having to recount and relive the night- 
mare of watching your son die in your arms on Father's Day. We 
are here because we know that that incubator is mass-produced, 
and that it is out there humming in its deadly way in thousands 
and thousands of hospital rooms throughout this country and be- 
cause that particular incubator is such an essential part of the hos- 
pital experience. 

You have a newborn. They said, "Congratulations, Mr. and Mrs. 
Citizen. You have a beautiful baby. It's going to be down in the 
nursery. You and your family can see it when you want to." When 
you go and you look at your newborn child, or if you're fortunate 
enough your grandchild, the first thing you see is, you see the baby 
in the incubator. 

What happens if that incubator is not safe? What happens if, as 
in our case, the safeguards supposedly designed into that incubator 
are not there, they're not functioning properly? 

An incubator will overheat, as it did in our case. There is a safe- 
guard to alert the staff that this incubator is overheating. It did 
not work. This incubator overheated to a temperature of 105 de- 
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grees. Imagine being in a closed container, an oven if you will, with 
nothing to alert someone that you need help. 

What happened in our case w. 3 that someone noticed that the 
child— that the incubator had overheated; they opened the port- 
holes, they took the baby out, they sponged him down, and then 
they put him right back in the same incubator. And unfortunately 
lightning struck twice. The incubator overheated again. And no 
one kr.ows how long our baby laid in that incubator be .ore some- 
one found him. 

What we do know is that when they foimd him, there was blood 
on the pillow, and his system had literally been boiled from the 
inside out, and there was nothing that they could do. The next 18 
hours were spent in a futile attempt to save his life, and there 
was—his life was beyond saving, and all of which could have been 
prevented, had attention been paid to the maintenance, to che 
design, and to the care of a piece of equipment that is used so 
widely and is such a given in a hospital situation. 

Why we are here berore you today is to ask you to cast your eye 
in that direction also. Look at the machines that are not only in 
the body, but are around the body, especially a child's body. 

They can't plead for themselves. We're here to plead for them. 
When my children grow up and they see our first pictures, I would 
like to be able to tell them that this was your brother, and they 
will know that he is no longer with us, but I would like them to 
also know that because of his sacrifice, that changes were made 
that ensure that other children £Jid other families will not have to 
undergo our particular nightmare. 

Thank you. 

Mr. Waxman. Thank you very much for sharing that informa- 
tion with us. 

As I understand if, this particular incubator was on i he market 
prior to the 1976 device law. When we checked with Fi)A, this is 
what we understand 

Mrs. Jackson. Yes. 

Mr. Waxman. Prior to the 1976 law. But under that law, FDA 
was supposed to set performance standards. 
Mrs. Jackson. Yes. 

Mr. WAXMAi'i. And they still haven't set performance standards, 
and a new manufacturer can come out with the same incubator 
and put it on the market because it's substantially equivalent to 
the one they've never ever* gotten performance standards on. 

Mrs. Jackson. Exactly. 

Mr. Waxman. It's a maddening situation to contemplate and un- 
derstand that the risks are as great as what you had to go through. 
Mrs. Jackson. It's frightening. 

Mr. Waxman. I would like to hear from Mr. and Mrs. Burger. 
STATEMENT OF CLAYTON LEWIS BURGER AND ANNA JULIA 



Mrs. Burger. I'm Mrs. Burger, and this is Mr. Burger, and we 
came here to explain to this committee about the episode that has 
happened to n^y husband. 
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In the first place, before I go any further, his life is totally de- 
pendent on a pacemaker He has no heartbeat. He had his first im- 
plantation in f-ebruary of 1977. It was installed; he came home; he 

S n*^ ^° M ^ r^^- ^"""^^ 8 years with that paceSake? 
with no problem whatsoever-none. And he ran heavy equipment. 

In January-on January 29, 1985, the doctor decided to change 
that pacemaker because the batteries were running down He in- 

nSSi °" ^'iM^^^'r^ insSi^ that 

pacemaker and they brought him back from the operating room, I 
turned to the doctor and I said, "Doctor, are you sure you put the 
nght pacemaker in him?" j ouic jrou put me 

He was very pale, and he didn't look good. And he said. "Well 
don't forget, he's 8 years older." We accejrted this. ' 

J^im home, and he was having these episodes of passing 
ll'r^, u - • .pacemaker stopped, or it would skip or whatever. I 
kept bnnging him back to the hospital. They kept telling me it was 
fine, because it would right itself, and they coufdn't find any proS 
lem, and they told me it was recycling. ^ 
n3\^®"* on from January until April. We were going away to 
Wn^il"^' ¥°/« we left, I sent him over to the 

hMpital. He had another one of these episodes. I sent him over to 
the hospitol. They assured me nothing was wrong with the pace 
m^er and for me to go away; it was just recycling 
fjJJl^f ^ ^ ^t^ysi'^r? on April 19, and on the 20th, he was sit- 
Si^u i*"^ chair talking to his sister, and he keeled over. Luck- 
ciL^Lu ""P® campers away from us. She rai. over; 

fcv^oH^*^ pulse. It was dropping. Already it had been 42 before 
io^n ?C sent for the ambulance. And when the ambulance 

SySiCSS.'"' """"^"^ °" *° 
*u^J^^ meantime, he had revived again. It had started again. And 
the doctor advised us to keep him in the hospital overnight, so they 
Z Ja^^ ''^P^"e. the pace .aker tltallv went 

w«B if."!?^ syncope, and the way it was explainecT to me 

AnH fLv "^'tL^"^*"*.^ "° '"^y?^" anything to the brain. 
»,ncn^f J „ ^j^Ji operating room and called me to the 

hospital and told me not to come alone. They had him in the oper- 
ating room, and thev put a temporary on the other side. 

Wnen they called Baltimore, Baltimore insisted that they bring 
him back here, and so they got a special ambulance with nurses 
and paramedics to bnng him Back here, and they were supposed to 
take him m the operating room. pi~ocu vaj 

o !?o?l "ea?i*™«' t]»e hospital, I heard that they were sending 
a man from California from th.. Pacemaker SystcTis, Incorporated 

£n pHTnH"?P°?^ *° ^^"'"S*^ operation and see whK?i? 
pened and to bnng the pacemaker back to California. So they 
didn t operate on him until Thursday. ' 
^,^9>^«Pjf °^ pacemaker was the pulse generator tvoe an 
Ey09109M, fcl 242096. The serial nWber^ w^ Tsegi^lCt 
in hiim completely put a new pacemaker 

Since that time, whether damage was done aln-ady or whether 

nf l^*TF/'"°?u^"^ 'i^i^ pacemaker, mt he is in and 
out of the hospital for the past 2 years, ;uid we have heard nothing 
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*w pacemaker people. We have heard nothing from the hos- 
pital. We have heard nothing from the doctors of wh. i could have 
caused this pacemaker to fail. 

And this is why we're here, because if they were covered, you 
know by the FDA they couldn't get away with this. They would 
have to tell people like us, when the doctor comes to us and tells us 
Mohave to put a pacemaker-we don't ask these questions: Has it 
been through-checked through FDA, or anything else, because we 
don t know until the damage is done. 

So therefore this is the reason why we came here, and hope 
that there are better regulations, because I don't know how mam 

^^'^ ^^Ji^'l.^ '^^"' O"" if the damage will ever be 
corrected for the rest of his life. 

But we're hoping that someone else wouldn't havd to go through 

^^"^ *h-gh it 

l/t^^^'y .^?f yo"- No one should have to go 
through that. You should expect that someone in Government is 
chMkmg these thmp out to be sure they're safe before they're 

Pacemakers are, in this medical device law, considered Class III. 
which means there has to be an approval before it's marketed, and 
"^^.Zlil '??P^°'^°f la^V^ pacemaker, if it's like some other 
pacemaker that s already on the market, can just be bootstrapped 
on, so that there s no premarket scrutiny of it, other than ju- t^ 
tabhshmg Its the same as the other one. And that's evidently the 
case with the pacemaker that was put into your husband 
fV,Lu ^-^ result of your testimony, all of your testimony, and 
this hearing will lead to stronger legislation, so that we can be sure 
that we make the Food and Drug Administration have a law they 
can live with and work with, so that we can give the public the 
assurances they need. p"""^ tne 

wav! l^it^T ^" o P^'fentation something on the video. What 
WdStapT ^' Walters will present testimony by 

Although Mrs. Walters indicated a strong desire to fly here to 

^a^u '^i'S^kM.''::^ ^""i'* h«^« done so, if we had agreed, 
we felt It would be better not to put her through the strain, given 
her physical condition. ^ 

Before we play the tape, let me explain a little bit more precisely 
what the circumstances of Mrs. Walters' case are 

Mrs. Walters was in an auto accident when she was a child. As a 
result, she developed over the years what is called angulation or 
curvature m her back. To remedj it, she had an operation in which 

2 inl^K ! '^rP'^'"^/^!'*' « Weiss spring, was implant- 

ed m her back. As we understand it, about 3 months after the oper- 
ation, the spnng snapped. *^ 

Although I think this will be clear from the tape, I want to make 
J^htX confuses her injuries from the auto accident, 

which ed to the installation of the medical device, with her prob^ 
lems with the medical device itself. ^ 

Could we have the tape? 
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STATEMENT OF CONSTANCE WALTERS 
[Videotape shown.] 

Ms. Walters.— and I didn't realize [inaudible]. 

Interviewer. And that was fine with you? 

Ms. Walters. Yes. It was — I didn't think anything, if it was fine 
or wasn't fine. I was just treated like I was before the accident. If 
there was something that I honestly could not do, they would do it 
for me, but I had to show them, I had to try to do it first. 

Interviewer. Did you learn to cope with this iiyury; is that what 
you're saying? You learned to cope with it? 

Ms. Walters. [Inaudible]. I never went through depression— well, 
I used to could waik, or I can't walk now. The only thing, I was 
kind of shy about getting out in public. But my parents treated me 
like I had no injuries, so I didn't really think of it [inaudible]. 

Interviewer. Please tell me some of the things you could do 
with this handicap. Did you drive a car? 

Ms. Walters. I drove ^ay own car. I cleaned house. I vacuumed. I 
worked in the yard. I got down on the ground, and I worked in the 
yara in the flowerbeds. 

Interviewer. Did you 

Ms. Walters. I went fishing. 

Interviewer. Did you go to school? 

Ms. Walters. I went to school. I went to college, and I worked 
and went to college full-time at the same time. 
Im'ERViEWER. Did you get a degree? 
Ms. Walters. An Associate Degree. 
Interviewer. You got married; is that correct? 
Ms. Walters. I got married. 
Interviewer. You had a child? 

Ms. Walters. I had a child. I did everything. I could work on my 
car. I depended — see, the main thing is, I was independent. Now 
I'm [inaudible] 

Interviewer. What happened that caused you to become depend- 
ent? 

Ms. Walters. When the springs was put in my back, from that 
point to now, I've been dependent on my family, on anybody who 
could help me. 

Interviewer. What happened? What did the springs do? 

Ms. Walters. They broke in my back in a very short time after 
they were put in. They caused terrible pain. 

Interviewer. Did you lose any function as a result of these 
springs breaking? 

Ms. Walters. I had h^^el and bladder control up until [inaudi- 
ble] when the springs were put in. I don't do my housework like I 
did before. I don't travel like I did before. We used to go all the 
time, anywhere, it didn't matter. We went camping. 

Interviewer. And now you've got a child; is that right? Hov/ old 
is he? 

Ms. Walters. He's almost 12. 

Interviewer. And how has this changed your life with your 
child and your husband? 
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Ms. Walters. We don't go out like we used to on vacations. If 
there s a school Ainction, my husband goes instead of me. I stay 
home. Tliis is my life, in this house ' ere. 

Intcrviewer. You're living on disability. You get how much a 
month? 

Ms. Walters. My total disability is $360 a month. 
Interviewer. And I understand your husband gets a little bit of 
money from bemg in the National Guard. 
Ms. Walters. Yes. 

Interviewisr. And they just r-^cently gave him a raise? 
Ms. Walters. Yes. 

Interviewer. And the effect of the raise was to cut you off of 
food stamps; is that correct? 

Ms. Walters. Yes. Now we make too much money to be eligible 
for food stamps. 

Interviewer. And your total income is how much a month*? 

Ms. Walters. It's approximately— it's around $800 a month. I In- 
audible.] 

Interviewer. OK. 

Ms. Walters. He gets a check because I get a check. 
Interviewer. And then the total is how much now? 
Ms. Walters. Oh, the total of all of our checks is around $800 a 
month. 

Interviewer. And your husband can't work [inaudible]; is that 
true? 

Ms. Walters. That's right. If he goes to work, my— it's not so 
much the check, [inaudible]. The other part of the disability, [in- 
audible], Im gettmg. If John goes to work, [inaudible] he has an- 
other insurance card that helps with my Medicare insurance. 

Interviewer. Let me go to something else now These springs, 
are th^ the spnngs that were placed in your back, these little 
kinds of spnngs like this? Would you show them to the camera, so 
people can see what it is or what it was that broke? 

Ms. Walters. These are the springs. They were put in about the 
middle of February. I got out of the hospital about 5 weeks later 
toward the end of March. By April, I knew there was something 
wrong with my back. It was not surgery pain that I was having in 
my back. 

iNTERVffiWER. Now, M3. Walters, if you had known more alout 
th^ spnngs when they were put in your back, would you have 
had this surgery and had these springs inserted? 

Ms. Walters. No, I wouldn't have. If I'd known this was more of 
an experimental type [inaudible], there is no way I would gamble 
with what my life that I had and take a chance that it would get 
worse. And it s worse now. I can't be anybody. [Inaudible.] 

If there was some kind of guarantee and it had been done before, 
and there were good results, and there was years and years of tests 
done with these springs, then I might have pnaudible]. 

My life now is ruined. I used to enjoy life, and now I'm just— I 
cannot wait for the day to end. I can't sleep. When I lay, my back 
hurts. I m in constant pain 24 hours a day, 7 days a week, 365 days 
a year. There's no relief. 

Interviewer. Is there anything any other doctor could do to help 
you? ^ 
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Ms. Waltehs. No. 

Interviewer. So you're asking the people who will see your tape 
to appreciate the dangers of this kind of device? 

Ms. Walters. Do something so someone else's life isn't totally 
ruined like this. It's a crime. It's an absolute crime to ruin some- 
one s life like this. 

[Witness emotionally distraught.] 

[Vid(K)tape projection concluded.] 

Mr. Waxman. We checked with the FDA about the specie regu- 
latory status of this Weiss spring. As we understand it, the spring 
is manufactured by Zimmer, Inc. It's a Qass III device but has 
never gone through premarket approval. According to what we can 
determine, the device in question was designed and manufactured 
in 1976 shortly after passage of the Medical Device Amendments. 
The manufacturer has never sought nor has FDA ever granted a 
determination that the device is sutetantially equivalent to a 
device manufactured before passage of the law. 

This means either that the company believes that this device is 
so similar to a pre-197fi device that no notification to the FDA is 
necessary in order to market it or the manufacturer simply chose 
not to infonn the Agency. In either case, the same point remains. 
This is a device that should have gone through premarket approval 
but never did. 

Is James Young here yet? Mr. Young is to t^ify and I think will 
be arriving in a while. 

For those of you that are here, we are deeply indebted to you for 
sharing with us your personal experiences so that we can learn 
from them, benefit from them, and make sure that others are 
spared. Thank you very much for being with us. 

Thank you, Mr. and Mrs. Burger, Mrs. Taylor. 

Our next witness will be Dr. Sidney Wolfe. Dr. Wolfe is with the 
Public Citizen Health Research Group. We are pleased to welcome 
you to our hearing. Your prepared statement will be put in the 
record m full. We would like to ask, if you would, to summarize it 
m no more than 5 minutes. 

Dr. Wolfe. 

STATEMENT OF SIDNEY WOLFE, DIRECTOR, PUBLIC CITIZEN 
HEALTH RESEARCH GROUP 

Mr. Wolfe. Thank you, Mr. Ws-jnan, for the invitation to 
appear here. In preparing for the testimony, I re-read testimony we 
gave 12 years ago during the legislative hearings that led to the 
passage of the Device Amendments. The striking thing I remember 
about those hearings was that instead of having the real victims 
that caused the hearings to occur in the first place, the more typi- 
cal kmd of witnesses were the potential victims if the Government 
r^ulated. 

There were surgeons and companies complaining that if we had 
Governnient regulation, as one surgeon said, their creativity would 
be stifled, they wouldn't be able to invent the kinds of devices they 
needed to. 

Many of the problems that have arisen since the passage cf the 
law •vere clearly anticipated in 1975, when we testified and the 
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same was true for others. We ;vere veiy worried not enough devices 
would be put in Class HI. We insisted then that it should include 
all life supporting devices, all life sustaining devices, all implanta- 
ble devices and others. 

You've he^ this morning some life sustaining devices were not 
put m Class m but instead in Class n. 

Unfortunately, the roads to increased regulation in the a.«as of 
health and safety are always paved with victims. When the 
number of such victims reaches a critical threshold, action occurs. 
Une hundred people, including many children, died from the anti- 
biotic elmr sulfanilamide, which had been manufactured using the 
i'ooo toac chemical, diethylene glycol, as a solvent. Thus, the 
iyd« Drug Safety Law requinng premarket testir.g of new drugs 
came into bemg. * 

The tragedy of thalidomide, the drug for pregnant women which 
^used severe birth defects, short, flipper like arms, precipitated 
tne passage of the 1962 drug laws which strengthened the safety 
^^^I^**"^ required substantial evidence of 

Dozens of people injured or Killed by defective heart valves and 
the ^nlity and mfection causing disaster called the Dalkon 
bhield, eventually damaging thousands of women, were major fac- 
tors leadmg to the passage of the 1976 Medical Device /Amend- 
ments. 

It is insufficient, however, just to pass such laws for several rea- 
sons, tmt, as clearly seen during the passage of the Device 
Amendments, important consumer protective provisions are killed 
dne t» mdustry pressures. Second, after passage, continued pres- 
sure from mdustry and delay and inadequacy of relations and 
enforcement by the agency, such as FDA, further cripple the intent 
ot tnwe members of Congress who wanted maximum consumer 
protection. 

I remember that during those hearings, you, Mr. Chairman, were 
on the side of the consumer trying to get the law passed in a 
stronger way and I think both you and I felt that something had 
gone amiss when it went somewhat in the other direction and it is 
"ii'Ortunately even clearer now that is the case. 

When serious defects in the original laws or their implementa- 
tion become apparent, it is time for Congress to intervene with the 
^f^K ™ strengthening amendments and more vigorous oversight 
ot FDA. Now, 11 vears after passage of the amendments, the time 
tor such action is long overdue. 

Iwill discuss several of the most serious problems. 

The first is what wUl have to be called nonexistent standards in 
which the law says there are three classes but in fact there are 
two. When the people classifying devices were asked, put the de- 
vices into one of three classes, labels, standards or premarket ap- 
proval, they assumed there actually were three classes. In fact 
there arent. Over l,100 medical devices including many which are 
life supporting and when they fail have caused deaths, have been 
classified as Class U devices, the category requiring mandatory 
standards. TTus equals two-thirds of all devices classified. In 11 

5^^,^'^ promulgated a single standard for any of these 

1,100 devices. 
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Mechanical ventUators are a frightening example of this regw'a- 
tory negligence. A ventilator is a device that assists a patien... 
breathing by supplying oxygen through a tube or mabk. Smce it is 
often a life supporting device, failure of a ventUator to function 
properly can have tragic results, premarket testing of this device 
should therefore be required. However, FDA placed this device m 
Class 11, the standards category, so that premarket testing for 
safety is not required, nor as mentioned above, is there a mandato- 
ry standard. 

Since the 1976 Device Amendments were passed, ventUators have 
been the subject of 23 separate recalls. Six were called Class I re- 
calls, this 18 a different classification. Class I recall meaning "there 
IS a reasonable possibUity that the use of or t::rposure to the viola- 
Eth^" '^"^ serious, adverse health consequences or 

During the phase of the voluntary reporting, the Device Experi- 
ence Network received 290 reports of problems with ventUators 
and their component parts smce 1976. Included were 12 deaths and 
8 serious iryunes mcluding brain damage, cardiac arrest and bUat- 
eral pneumothorax air leakint, out of the lungs. Problems have in- 
cluded leate in valves and tubmg, separation of component parts 
and alarm fanure. 

As noted above^entilators are Class n devices. However there 
IS no mandatory FDA regulatory standard for ventilators but only 
a voluntary mdustry standard is in effect. 

In a little noticed part of the GAO study, which vou will hear 
much more about, the sol . cause of the often Ufe threatening 
device problems documented by the surveyed hospitals was a 
d^ign flaw or design characteristic in 19 percent of the cases and 
defertiye components 22 percent of the time. In the absence of 
mandatory FDA standards for any device or the much more prefer- 
able course of premarket testing, ss I'll mention m a minute, such 
hndmgs are not surprismg. Many devices now in Class H such as 
mcubators, ventilators and many more, should be pk.ced in Class 
ni by strengthemng the law. 

P^** serious problem has already been referred to briefly 
?"°,9^0 called it equivalent creep" in their report. It is the 
ollKk) fiasco. It is perhaps the biggest loophole in FDA's regulation 
01 medical devices. 

This procedure requires the manufacturer to notify FDA when it 
plans to market a device the manufacturer believes is substantially 
equivalent to a device that was on the markot prior to the effective 
tote ot the Device Amendments. FDA is supposed to determine if 
the device is substantially equivalent or if it is a new device and 
must go turough premarket testing. However, this decision is made 
without reviewing safety and efficacy data for either the new or old 
device, even if they are Class III devices. 

• ^ <*ata, most of these devices placed 

m Class in, those otherwise which would have required premarket 
testing, have been allowed on the market with merely the cry of 
substantially equivalent." 

In 1986, as I think this chart shows, 209 of 281 Class HI devices 
74 percent, were stamped "substantially equivalent" by FDA As a 
result of these wholesale exemptions from testing requirement 
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many devic^ such as pacemakers, which you heard about this 
mornmg, and pther implantable devices have caused preventable 
deaths or injuries. When a sufficient number of deaths and injuries 
^ccur. It becomef clear that "substantially equivalent" wi a eS 
phemism for substantially more dangerous 

fhf wt^%""'r"^"*'"f ^J^^ superficiality of the 510(k) review is 
the kck of safety and efficacy t^ta for the pre^nactment device 
that the newljr marketed device is supposed to be equivalent to. A 
manirfacturers claim that its device is substantially equivalent to 
an old device can therefore- only be evaluated in terms of what the 
device IS supposed to do and how it is supposed to do it. Sii ce FDA 
olten has no data, the performance of the two devices, including 
their safety and efficacy, cannot be compared. Yet, when Congre^ 
passed the Medical Device Amendments, a comparisoP of Sfety 
and effectiven^ was supposed to be the guiding prindple of the 
bim process. Substantial equivalency was not intended to be "so 
broad as to refer to devices which are intended to be used for the 
same purposes as marketed products." 
In summary on this point, we beUeve that the FDA's interpretf- 

in particular its interpretation of tiie 
TW^f*"y^^"'7^^2r* P°^^*^°." ^ contrary to the Medical 
SnA V ,i^^"''rf"*^- P«:^ever, because a lawsuit challenging 
FDAs mterpretatioii of this provision, nrhich we are considenng 
now, would probably take several years to reach a final resolution 
and because m any event, the outcome of such a lawsuit is never 
SisTwphole Congress amend the statute to close 

The final category his to do with mandatory device reporting by 
h(»pitals as well as mdustry. Although the mandator^ require- 
ments, which have now been in effect since 1984, will clearly in- 

problems reported to FDA, to more 
iiSJ 1-*'"^ much more is clearly 

needed. Smce such a krge number of the woret device related prob- 

Sr^*!^'"" " ^f P'talfi r '^"^^^ law needs to be amend- 

ed^to require all hospitals to report all serious device problems to 

Currently the mandatory reporting requirement only apphas co 

thi SribStore^'" ^ ^ ^''^^ ^'"^ °f 

This addition would greatly increase the flow of repjrts of deaths 

^ngSle^S''' ^^'^^ 

In summary, there are serious, death and injury causing defects 
m the d^ign and enforcement of the 1976 Medical Device Amend- 
ments. Things are clearly better than they were in 1976 but as the 
™^ ^ ^"^^ ^^"^ morning have implied, it is not good 
1„ Jr^ V'T u R° 'luestion that FDA could use more funding and 
more guts to better enforce these important amendments. It is 
SoS ^""^ respects, the law is just not strong 

Thank you. 

Mr. Waxman. Thank you very much. Dr. Wolfe. 

r^r^cn^^'^^'^^' strongly question the current ap- 
proach that FDA takes m regulating these devices. Is it just the 
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case that this is an agency that can't do its job or is it the case that 
its mandate needs to be changed? 

Mr. Wolfe. I think there is some of both. I do believe that the 
panels, the outside advisory panels that were convened even before 
the amendments were passed, really believed when they placed 
something in Class H, that standards would be forthcoming. I don't 
think if you asked any of them they would believe today's situation 
in which over 1,100 standards have been recommended, and no 
standard has been promulgated. 

I think there are problems with the enforcement of the law as it 
was passed. The almost grim occasion we have had to obseive this 
has been in the case of the Burke Shiley heart valve now finally 
taken out of circulation, at least the ones that are not implanted, 
but roughly 200 have broken and about 120 people are dead, m^jstly 
Americans. This was a Class HI device. It was premarket tested. 
We believe the FDA sooner than it did should have taken it out of 
circulation. 

There is a problem of adequate enforcement of the law as it is 
but the law itself does need to be made stronger particularly with 
respect to making more explicit the criteria for Class HI. An3rthing 
that is life supporting, as you heard this morning, an incubator is 
clearly life supporting. It is not as the parents said, just what is 
inside the patient, but what's outside, the environment, if it is life 
supporting, just as much as an implantable device needs to be pre- 
mprket tested. 

I would advocate having a much stricter criteria foi automatic 
inclusion in Class HI, not allowing the discretion to put it in Class 
II for which no standards are set and second, the 510(k) has to be 
redone. The ''substantially equivalent" notion has been abused to 
the point where one wouldn't even recognize some of the devices 
which incrementally, step by step, have moved away from what 
they looked like before 1976. 

Mr. Waxman. We pattemei^ the device laws, at least when it 
came to devices that offered some kind of exposure to potentially 
dangerous situations, we patterned the law on the drug part of 
FDA's responsibility, where they had to approve a device as they 
had to approve a drug to be srfe and effective before it could be 
sold, yet very little premarket approval seems to get done. 

Why did we succeed in the area of drugs but we haven't succeed- 
ed in the area of devices? 

Mr. Wolfe. Well, as you know, I would not say we have fully 
succeeded in the area of drugs. One of the reasons there are prob- 
lems with drugs is that two companies, for example, Lilly and 
Smith Klein, have pled guilty to criminal chaiges of withholding 
data, but I think the process is a better one. If a company decides 
they want to market a new tranquilizer which has only one tiny 
change in the molecule from one already on the market, one might 
say it is ''substantially equivalent" and yet they are forced to go 
back to ground zero and do premarket testing for safety and effec- 
tiveness of that drug. 

In the case of a device, however, if it is used for the same thing 
and little else, the FDA says, agreeing with the company, it is sub- 
stantially equivalent and there is no premarket testing. You have 
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heard stories of pacemakers and incubators and other thin.r« fhaf 

wlS^^°'* -^f^?'^>y°"<* substantially equivalent one 
whidi distinguishes devices from drugs, is the standard Sg S 

r,£J^!!F^ - ^°^}^ eliminate the 510(k) procedure com- 

dt^'&SJ1?s^f ^ ^ ^ 

tSr ffWntfi? one that IS more like identical or almost iden- 
tical, I thmk if you look back at the kinds of devices that hawP 

fSt1h^"^h*i;^^ ,T?lf"V 't^y. -re rSlT^h mTre'dS 
h1l^l.f^ ^ ^ * there should be no possi- 
Ar Jt^. ever granting an exemption from prem^rket^ 
IhfnWiS? °u grounds of "substantially equivalent "I 
a^av ttefSl?^ been written or interprete/orboth in such 

M? WVviir ^ ""^^^y ^rrible kind of way. 

mr. WAXMAN. I thank you very much for vour teatimnnv anH 

^s^r^&^s$?^"fou^ anr»a s 

we^^S JnJil f^*^ V"?""' y°"r service for anything 

wecan do and hope to work together to strengthen these imiStant 

Mr. Waxman. Thank you very much. 

£L«-7%- ^^^^^^^ - « 

Pi^J^ EL^y ^^Ht y^'-'- We have all your 

fuU^w^wo^Kl^f J ^ '"^'^^ ^ °f *he record in 

nze your oral testimony or keep it as close to 5 minutes as possible. 
STATEMENTS OF STEPHEN L. FERGUSON PRESIDFNT CVr iicr 
^Z^T.^^S;'^"'^^ DIRE^C^kTRoSS'^^iS: 
O^^A^n^^^SiS^L^^^^^^^""' «^NSRAL ACCOUNTING 
ReS ^^^^^^^^ BY KWAI.CHEUNG CHAN, GROUP DI- 

J^n T' Chairman. I am Stephen L. Fer- 

guson President of CFC, Inc., one of the Cook Group Comoanies 

wife G^SftiiiS*?^ ^""""P dates to 1963 when BiH Cook and his 
wue feo^le started the company ard began fabnc^uon of diagnostk 
catheters, wire guides, and needles in the spare room Tthe r 
apartment. The company is now the largest privately hSd mediS 
SlJn?'^ of medi^ devices ;a the world" p^Sng ovS 4 (WO 
deferent producte for diagnosis and treatment of diseasi Sre'are 
34 comiwnies which comprise the Group 

mfJ^nS^ 1 °»«°"facturcr in the wcrl.f has the history, expertise 

Sly fS°Sti^e mST f-'^""^ P^^^"'^ Zod^^ Jt^ 
lujy lor muiuple medical disciplmes. The companv is nrnhflhlv fvio 

most mnovative medical device'^manufactuSr^The worid ^ ^ 
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Everyone in this room or someone close to you will require one of 
the 90 devices that are now undei development by the company. 
Similar to AZT in the treatment of AIDS, technologically superior 
devices may be your only alternative to treatment. I'm speaking 
for everyone in this country who is being denied the benefit of 
treatment under the present system of r^ulation. 

How can this statement be made? As your charts show, in 1985, 
only 37 premarket approvals were made and in 1986, the number 
was 72, according to the annual report of the Office of Device Eval- 
uation. In addition, this report also states that only 4 technological 
breakthrough products were approved in 1986. 

These facts are devastating when the entire medical industry is 
considered and when our company alone, and I repeat, our compa- 
ny alone has 90 products presently under development. 

One of the high technology products which treats and cures 
cancer using heat will take 6 years to reach the market. Our inves- 
tigation so far demonstrates that this product is safe and ready to 
use now. Tens of thousands of people are being denied the opportu- 
nity to live or have an imp/oved quality of life if this takes 6 years 
to reach the market. 

The bottom line is the new devices are being withheld from phy- 
sicians and their patients as a result of the regulatory procedures. 

In the limited time I have available, I think the following points 
need to be made. 

Chie, the risk/benefit evaluation of products is lost in a system 
that may require 100 percent safety. This criteria denies tens of 
thousands of people the choice, that is, is a 50/50 chance to live 
better than 100 percent chance to die. New products that have the 
highest risk in many cases have the greatest benefit. 

Two, most physicians, companies and clinicians are not capable 
of dealing with the system when new products evolve. The result is 
we lose the benefit of their new product contributions to health 
care. 

Three, the system by slowing or stopping the development of new 
products has become a r^ulatory patent which protects current 
products and denies, I repeat, denies the patient the availability of 
new treatment. Obviously, many manufacturers can protect tneir 

Eroducts' sales because their product is approved and a similar or 
etter device created by a competitor cannot undergo the costs and 
time for approval. 

Four, there are thousands of products which have a limited use 
and would benefit only a few patients that are not being provided 
to the medic£d profession because the cost of approval is too high 
and the red tape is enormous. 

We must find a way to handle the low volume, minimum use of 
beneficial products. 

Five, the FDA has been given an impossible task. There is no 
way they become proficient in all disciplines, procedures and tech- 
nologies that are needed to participate in the developmental proc- 
ess. During development, products and product changes are neces- 
sary and must be made quickly by an informed individual. Product 
development is a very descriptive term because it connotes change. 
If a product is to be made better or more practical in use, change 
must be made efficiently. 
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.^S^'i'f r^latoiy process has moved the doctrine of informed 
consent from the patient/doctor to Washington, D.C., even S a 
b^TSu w'^' ^^'f requiremeliS of the llw it would 

?So*pfrS^t^t^riSf tri^A~ ^"^^ ^^-"'^ 
dhLhL^^ categorically the use of a medical device, a 

fewer or no alternatives that can be offered to the 
of physician's duty to inform the patient of the 

nature of the proposed treatment, the risk involved, available alter- 

^fa^J"^ P'^'y •^"^^i*^- S"9h disclosure by theS? TJL 
mformed consent provides the patient with the opfon so they, the 

^hhTr^£^'l^^f together can make an intelligent dSion 
c^^l^,^?tS ^ "-^l^io^ agency nor the manufacturer 
. I'^J f^^" >^ presents the patient with the 

gentd^S doctor make an intelli- 

onHiL^nJrri Hf^fu ^^^.1° *° or have an improved 

fh^^t^i^ should have che opportunity to assess the risk with 
nrL^^-/"'"^^ ^"^^ ""^t be skilled in the use of the 

product before he can ask for an informed consent 

A poor result because of misuse or inferior product design results 
m severe punishment to both the patient, the hospS a^f the 
manufacturer under our legal systemT 

tbP*l^w,?K ^^f™P'^ of the products that are being withheld from 
t^PrK L ^/^^ current system is first of all computer controlled 
thermal heat probes or hypothermia, which is use of controlled 
J^ oTKdJ ^'-^t^^"* of brain tumors or tumore in any 
*''e vena cava filters, which are devices used to prevent 
ThiS"^/^ r"^/^! *^^°"?b the great veins of the body. 
ri^^H ^^''^'^ inserted into the arte- 

mf„ ki „ f?^ *° increase their size or hold them open and they 
^^rTinT^ anywhere in the body where blood vess^ are closed 
or ^n,^nofo"^^f °^,*''*^'"^-,^^ ^^"^"^ can reduce the need for 

Zd Z^^^'H"^^^ ""'■e^^ an<i peripheral vascular 

ana coronary artery surgery. 

?® exercise responsive pacemaker. This device can control 
nil^^^'ul^u^.^ *be amount of exercise. The pacemaker 
rate 1, controlled by the temperature variations of the blood. This 
revoUionary device represents the only true physiological pace- 

Th^ are but a few of literally thousands of devices that are 
awaiting approval for use and which only tSn can bSme i a^ 
l^o^V^^'^t- ^""^'^S process SntSfor^^ 

pSbli?' ^^^^ ^^"'■^ ^" benefit the general 

„„i°i^c^9 a reported complication rate of .000086 percent 

rJi^«2^o; f"'"?" Safety and effectiveness is a prime 

S^f ilfnw r deve opment and use of any device, but we must 
nr-li^il thousands to die in pursuit of 100 percent safety. New 
products miwt reach the users in a more timely manner. 

effe3iJp"^fSni^ T^-^ neV*^",*^*^ wbich are safe and 

pr^ is^ f ^ thousands of people to suffer because the 
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Thank you, Mr. Chrurman. We appreciate the opportunity to 
appear and v/e would be happy to answer any questions. 
[The prepared statement of Mr. Ferguson follows:] 



I am Stephen L. Fei^uson, President of CFC, Inc., one of the Cook Group Compa- 
nies and I have with me William A. Cook, President and Fomider of Cook Group. 

The origin of Cook Group, Inc. dates to 1963 when Bill Cook and his wife Gayle 
started the company and began fabrication of catheters, wire guides, and needles in 
the bedroom of their apartment in Bloomington, Indiana. The company is now one 
of thf largest medical device manufacturers in the world producing o^ er 4,000 dif- 
ferent products for diagnosis and treatment of disease. No other maiiufacturer in 
the country has the history, expertise, methodology and experience to originate and 
proiuce products rapidly for multiple medical disciplines. The Cook Group Compa- 
nies are probably the most innovative medical product manufacturers in the world. 

Everyone in this room will »>meday want one of the 90 products we have under 
development as the best available choice for yourselves or someone close to you just 
as the AIDS victims wanted AZT. We are speaking for every person in this country 
who is denied a product as the best available choice under the current system. 

In 1985 only 37 PMA's were approved and in 1986 only 72 approvals were made. 
In addition, the Annual Report of the Office of Device Evaluation points out only 
four "technologiod breakthrough" medical devices were approved in 19^G. This is a 
devastatingly low number for the whole healthcare Industry when Cork Group Com- 
panies alone have 90 products under development. Wl;?:: all manufacturers in the 
Nation are considered there are thousands of products waiting. 

As an example, if it takes 6 years or more to reach the market with *he h3rpother- 
mia probe used to treat cancer tumors, tens of thousands of people wiil be denied 
the opportunity to live or have an improved quality of life. 

New devices are being withheld from doctors and patients as a result oi FDA reg- 
ulatory procedures. 

In the limited time available I think the following points have to be madk* 

1. ')7he risk-benefit evaluation of products is lost with the system requiring all 
Tiroducts to be 100 percent safe and effective denying tens of thousands of people the 
beot available choice. A 50/50 chance to live is better than a 100 percent chance to 
die. New products which have the highest risk may also have the greatest benefit. 

2. Most doctors, companies, and clinicians are not capable of dealing with the 
system in developing new products, and their contributions to healthcare are lost. 

3. The system ny slowing development of new products has become a regulatory 
patent which protects the current products and denies, I repeat, denies the patient 
the availability of new treatment. Obviously many manufacturers support this pro- 
tection for their products which are currently approved to the market 

4. There are thousands of products which would benefit a few people a great deal 
which are not being produ^sd because of the cost and red tape. A little-noticed 
result of restrictive r^ulatio*; is that limited-use devices may never be developed at 
all. Products which would benefit only a few patients will not be ofTered because the 
cost to develop will be too high. We must find a way to handle all of the future low- 
volume products or new medical concepts having limited use. 

5. The FDA has been given an impossible task. There is no way for FDA person- 
nel to be qualified in all disciplines required to participate in development of new 
products. Product changes are frequent and mandatory during the developmental 

Process. When a design chai.ge is necessary it is important that it be made quickly, 
roduct development is a very descriptive term because it connotes change. If a 
product is to be made better, or more practical to tise, change must be made and 
made efficiently. 

6. The process has moved the doctrine of informed consent from the doctor-patient 
relationship to Washington, DC. Even with a knowledgeable staff, fulfilling the re- 
quirements of the law would be difficult because special public interests and Con- 
gress demand 100 percent safety from the FDA. This is an impossible situation for 
the clinician, the FDA staff, its review panels, and the manufacturers. 

If the F1>A categorically denies approval for a medical device, the physician has 
fewer or no alternatives that can be present^ to the patient. It is the physician's 
duty to disclose to the patient the nature of the proposed treatment, the risk in* 
volved, available alternatives, and the likely benefits. Such disclosure via the in- 
formed consent doctrine gives the patient options so that they, the doctor and pa- 
tient, together can make an intelligent decision. Neither the FDA as a regulatory 



Statbment of Stephen L. Ferguson 



ERIC 




365 



^td^h^^temadLT't"^**;*"'^';'^^ ISP'*** ^^"^ he presents the patient 

itf . ,f treatment and then seeks the patient's consent, 
ine patient having even a 50/50 chance to live or to imorove lif«» nimlitv ehmtW 
ITS'^''^^ ^ the risk with the do^^r F^r hi part, the dS^ 

TW,IrH 'f??'^'" 'le^'^s being denied the public by the process are: 
inlh J^.f^T* Probes-Hypotherm a which is the use of controlled heat sourees 
fi. f ^JJS"^^'?'" several probes that can be insert 

^^w! tumorts) with extreme precision and temperature control. TlirdSls 
TSh ^ unequitwally that it is^e 

Though under mvestigation for 3 years, it is still not approved It can be X 
tumors ,n virtually every organ. But until recently was oSy appro^ fcrSl or 
^^^.^^^l then when chLofherapy ^Tradiat"on trea^ 
ments had reached their limits for an individual patient and there wm no further 
"vi^ fns, other than death, without the availaWity of KrSbi 

lu^™ fhSr^h^K*^""?*^ '^^^f are used to prevent clots from entering the 
lungs through the great veins of the body, and are used on patients with broken 
hips or thrombophlebitis. A vena cava filter has been develo4i in Europe andl 
fet^uSinn'^ "^t «PP"-°val, process for the Europ^ fUterT^IS^ly 
dteiSe ^^^^ Patients in this country who have no 

thJiS^r^t^fhl^T^** devices are inserted into arteries and veins to inct^ 
vSTn. n ^^"^ ^^J"fy .be used anywhere in the body where blood 
nf^t,fZ ^ °r ""^ " l^^"" °f cloemg. These devices can reduce the :ieed for 
or dunmate entirely, open heart and peripheral vascular and coronar^ ^.Trsu?: 

to?h^'!ifn,!!^^'^'r Pacemakers-These devices can control heart rate according 
^ °^ «*f«?se; pacemaker rate is controlled by increj^ temMrature of 

the blood. This revolutionary device represents the only tme phSo^X^mak- 

Dr^KTi"«n°/^i: °i; ^''^i ^^"^^ °f '^^^^ «hich are awaiting ap- 

provai for uae and which only then become an alternative treatment Should t»5p 

'X^^^^'^r^T^ '=°"tinue, it ^vill be the year 19S9 lS rnany of them 
will be of any benefit to the general public. ^ 

minion .f.^wJH''' * reported complication rate of .000086 percent out of 8.2 
mot^^S^' ^ -^^ l!° '"^'^f' ^th regulatory control whose ohdective is to p«v 
S^JT'*"' that people do not die needlessly because of the contr^ and 
LroJlfv'^lffsrt "^V" ^timely manner.'^The final qu^ion we 
they nSr ' thousands suffer because the system denies them products 

alfo^rtho'i^l''n?,^'*w P'S?'"??^ ""^'"^ en"««tive without 

Th^nk vo.n?, «^^P'^ ^ ^H?^"" the process is too slow. 

aff^m'ilCs rfpS" °' ^" 

Mr. Waxman. Thank you, Ar. Ferguson and Mr. Cook, ^^'e ap- 
preciate your testimony. ^ 
Ms. Chelimsky. 

STATEMENT OF ELEANOR CHELIMSKY 
Ms. Cheumsky. Thank you, Mr. Chairman. 
„!fl^ * ^1^^ pleasure to be here this morning. Thank you for in- 
^"'l? about the findings of a study 

v?ri oft?r?i.l^^"*'Tn^"*A'?P9'1^"S problems wi*h medical de- 
S 2e S^the piS Administration clears them for gener- 

intr^uce the people who are here with me. I have 
, 'J'Wai-C-heung Chan here, who was our study director, and I 

tZ^JZ%^lu TJ^- '^^/^^ Dillingham, who was the project 
manager for the study, so if there are any details of the study that 
you want to hear about, we will be able to respond to you. 
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In the interest of the subcommittee's time, I thought what I 
would do is not walk you th ough the statement that you have but 
simply summarize very succinctly what the findings are and ask 
that the full statement be made a part of the record if that is possi- 
ble. 

We thought it was important to do this study for two reasons. 
First, the administrative and state of the art problems that cur- 
rently exist in pre-testing medical devices signify that, even using 
the best methods, certain devices are going to be approved when 
there is still considerable uncertainty about their safety. 

This means it is very important for the public's protection to 
have a communication system operating that can warn FDA &vs 1^- 
ly and surely about problems occurring after a device has entered 
the marketplace. Put another way, if you have got an awfully good 
reporting system going, you can perhaps take a few more chances 
of the sort that you are being asked to take early on. If you haven't 
got a good reporting system, then I think you really have a prob- 
lem up front. 

Second, we knew that the medical device reporting rule would be 
going into effect, so we wanted to examine the early warning com- 
munication system to see whether the only problems lay in manu- 
facturers reporting to the FDA as the rule implicitly assumes, or 
whether there are other links in the reporting chain that also 
present problems. 

Our study asked four basic questions. First, given a sample of 10 
devices, what problems had 'ospitals, in fact, experienced for those 
devices? Second, if problem^ *iave occurred, do they get reported? If 
so, to whom and how? Third, bow selective has reporting been and 
what factors influence that selectivity? J'ourth, how strong is our 
early warning system for medical devices overall, and what, if any- 
thing, neeus to be done to imprc; 3 or supplement it? 

The methodology we used to answer these questions is described 
in our report and in my statement. Let me just mention here that 
our study covered a nationally representative sample of community 
hospitals and is therefore generaJizablc to the Nation. The sample 
included 2038 hospitals, and our response rates were 81 percent for 
the initial survey, 78 percent for the followup. 

I have four sets of findings to report related to each of the four 
questions. First, regarding problems experienced with the 10 medi- 
cal devices, we were able to identify 1,175 separate problems. Now, 
these ranged from minor incidents with no adverse effects on pa- 
tients to an incident involving the death of a patient. 

Patient bums accounted for 35 percent of the injuries. That is, 
they were the chief, the most important problems. Operating rooms 
of hospitals were the site of 28 percent of the problems. Intensive 
care units saw 21 percent, and 18 percent occurred on general care 
floors. 

The wear and deterioration of devices waa the most frequently 
reported cause of problems. 

Second, with regard to whether pioblems get reported or not, we 
found that only 51 percent of the problems identified to us by hos- 
pital personnel were ever repor..e<l outside the hospitals, and 83 
percent of thos,e were transmitted orally. Although hospital re- 
spondents identified 46 percent of the problems as having been sent 
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w f ?! *° manufacturers and distributors, when we went to 
look for them, we could find only 12 percent of these reports or 
^^f^ u '".tended recipient's central files. So if ySu were 

So Pln^i A*™*^""^ ^^P*"^ ™te of their communications, 
you would have had a very low rate compared to what had actually 
been indicated at the beginning. ' 

nf^lo^'^'ul"^ ""^f* important thing, less than 1 percent 

01 the problems in our sample ever made their way to FDA's files 
Less than 1 percent. 

^A? selectivity, and here the most 
d^turbing findmg from a public safety perspective was that when a 
problem involved an mjury to a patient, a report from the hospite' 
to an outside organization was less likely to be made than if no 
injun^ had occurred. The incident I mentioned earlier involving the 
death of a patient was among those that we. i unreported. 
Also, although hospital personnel had told us that wear and dete- 
nT ir"^. most frequent cause of problems, these 

tjT^ of problems turned out to be the least likely to be retried, 
un the other hand, the existence of a manufacturer's warranty, a 
^rvice contract or an exchange • .reement spurred reporting. 

'^T*'^ '^''^^ ^^'^ agreements were report^ 
twee as often as those that were - -ot covered. 

So you can see there is a tendency for problems with newer de- 
vi^ to be reported more than those for older devices. 
A.^ ^' that the early warning system for medical 

122? 1^!,-**°* very well, and we believe that even if the 

™^ device reporting rule should considerably augment the 
number of problem reports to FDA, other things stUl need to be 
done to account for all the links in the communications network. 
Alter all. If we r .n t laiow a large number of the incidents that are 

S^!^"!;r ^""^^""k ^ ^ ""^^^ "^"^ ^ Wch are the most 
senous ones, and obviously, those are the ones that we have to 
m^e some priority system to deal with. 

&o we think that independent distributors should be included in 
n^"?rv?**"^ reporting rule. We think that hospital personnel 
E ^ rlw to '^POf* medical device prob- 

wr.Sl?^ y P^- °^ extraordinary things we fSund 
hZftf ^^^'^ ^ ^ understanding on the part of 

hMpiial personnel that they could report directly to FDA 

„o?? 11 * v°'""t»ry system should be established involving a 
^ti J^ ^/^?'"^"*^*!.''^ ^"P^^ of hospitals that would report di- 
S^fo Kf^'^*^.'!?^"^^'^"'"^'^' P^^'^^Ps some new incwitives 
^ ^ ^^f* more serious problems and problems in- 

to beS^rt^^*'" detenoration of older devices are more likely 

hA^onn^f"*"'"^^ prepared statement, Mr. Chairman. I would 
n5*P?y *° answer any questions you might have. 
[Testimony resumes on p. 379.] 
[The prepared statement of Ms. Chelimsky follows:] 
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sTATEME>rr or eleanor cuelimsky 



It is a pleasure to be here this morning to share with the 
Subcommittee some of the Information we have developed regarding 
the postmarketing surveillance of medical devices. The results I 
present here come from GAO*s recently released study of how the 
Food and Drug Administration (FDA) monitors the safety of medical 
devices that have been approved for use by the general public.^ 
Our study dealt essentially with the structure and operation of the 
communications network and other related activities that make up 
what Is known as FDA*s postmarketing surveillance system, a system 
Intended to produce early warnings or alerts to problems with 
medical devices. 

Our review had tw."> principal objectives. The tirst was to 
describe the communications network and the flow of information for 
problems associated with medical devices as it existed before the 
implementation of the medical-devices reporting rule.^ Our second 
objective was to determine the degree to which the existing 

^GAO, Medical Devices: Early Warning of Problems Is Hamoere<i by 
Severe Underreporting , GAO/PEMD-87-1 (Washington, D.C.; December 



^Our f leldwork was conducted from March 1985 through January 1986 
and requested Information about problems that had occurred in 
calendar year 1984. The ra*?dlcal-devlce reporting rule that went 
Into effect on December 13, 1984, requires manufacturers to report 
to FDA when they receive or otherwise become aware of Information 
that reasonably suggests that one of their marketed devices has 
caused or contributed to serious Injury or death or has 
malfunctioned and Is likely to cause or contribute to serious 
Injury If the malfunction recurs. 



1986). 
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communications network functions as an early warning signal for 
both PDA and device manufacturers, so that timely action can be 
taken to protect the public from harm. 

Because of information developed as the result of several 
congressional hearings held in 1982-83 and GAO's 1983 report that 
suggested that the information flow from PDA's postmarketing 
surveillance of devices was not informing either PDA or the public 
about the potential danger of some medical devices, we thought it 
was important to examine exactly how information about medical- 
device problems originating in hospitals was being commui.icated 
outside the hospitals and how device manufacturers and PDA were 
responding to these problems. 3 

Our focus was thus the communications network rather than 
individual devices, and we wer- looking at the lik-.lihood of 
getting cimely information on problems rat\er than at the problems 
themselves. 

we surveyed hospital personnel working in a nationally 
representative sample of community hospitals.* We asked 

^GAO, pederal Regulation of Medical Devices — Problemg still To Be 
overcome, GAOyHRP-83-53 ( Washington, D.C.: September 1983 ). 

!nrnl?hir^c!!2i:?i?^i^ ^^""^"i^^ nonfederal, short-term, general 
and other special hospitals. They represent 65 percent of all 

nftv f'' V"^'^^ ^"'^ 76 percent of all acu?e-care 

^- ^i^i^^^^- w"^ excluded long-term-care facilities and 
hospitals with fewer than 50 beds because of the limited number of 
devices routinely used in these facilities. Eighty-one percent 
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respondents about their experience of safety with 1 of 10 devices 
in a sample we selected and about the actions they had taken with 
regard to specific problems they had nad.5 And if one of the 
actions they had reported was to notify an organization outside 
the hospital (device manufacturer, device distributor, FOA, or some 
other), we then contacted the organizations that had been notified. 
We repeated this procedure with each organization until we found 
that the report of the problem had reached PDA or until an 
^organization indicated that it had not received or had not 
forwarded the message about the problem. Generalizing from the 
sample, we identified 1,175 separate problems.^ 



(1,651) of the 2,036 that received cur initial screening 
questionnaires returned at least one questionnaire. Seventy-eight 
percent of the individuals who identified a problem on the ' 
screening questionnaire and^ received ot^r second, more detailed 
questionnaire returned it. 

^He used what is )cnown as an "extreme case strategy* to select the 
sample of 10 devices. Since thousands of devices are in use and 
our resources were limited, we focused on devices that a panel of 
experts believed were sufficiently problematic to have led to 
problems and continuing information transmissions within the 
postmarketing surveillance system. This strategy allowed us to 
maximize our nances of obtaining reports of problems and of 
following their communications through the system. The devices 
selected %rere replacement heart valve, intraocular lens, 
hemodialysis system and accessories, tracheal tube and inflatable 
tracheal tube cuff, infusion pumo and controller, anesthesia gas 
machine, infant radiant warmer, electrosurgical cutting and 
coagulation device and accessories, pneumatic tourniquet, and 
arrhythmia detector and alarm. 

^The 1,175 problems that are discussed in this testimony represent 
the number of problems that we would have obtained if we had sent 
questionnaires to the universe of all hospitals asking for one 
significant problem from each hospital. The sampling error is 115. 
This means that with repeated sample*^ of this size, one could 
expect 95 of 100 times that the total number of problems woul^^ 
range from 1,060 to 1,290. 
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My remarks today will focus, first, on the nature and extent 



flowed from hospitals to device manufacturers and from device 
manufacturers to PDA and, secornJ, on the impact that this 
information flow has on PDA's ability to ensure the safety of 
marketed medical devices. 

THE p:ioblcms idsntipisd by hospital psrs:..ssl 

In our survey, hospital personnel indicated awareness o^ 
medical-device problems with each device in our sample of 10 
devices. These problems ranged fra relatively minor inc-dents, 
with no adverse effects on patients, to an incident associated with 
the death of a patient. Por the 10 devices we studied, actual 
injuries to patients were associated with 9 percent of the problems 
identified. The potential for serious injury or death was reported 
in 37 percent of the cases. 

Patients* burns were the aost frequent type of injury, at 35 
percent, but no other single type of injury <e.g., shock or 
lacerations) accounted for more than 7 percent of the reported 
injuries. 

The largest proportion of the probleas associated with our 
saaple of medical devices, 28 percent, occurred in the operating 
room of a hospital. This was followed by intensive care units. 



of the infornjation associated with aedical-device problems that 
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21 oercent, and 18 percent on the general care floors of the 
hospitals. 

The hospital personnel cited wear and deterioration of the 
devices as the sole or aajor cause of the problen in about cne 
third of the cases. Other frequently cited causes were defective 
cocponents, design flaws, and inoroper use. 

FDA's Cofflguni cat ions Network 

The four laain channels through which FOA can receive 
infomation about problesas with devices are (1) directly froa 
hospitals; (2) through FOA*s problera reporting orograa, operated by 
the United States Pharaacopeia Convention (USPC); (3) through 
third^party nionitoring organizations; and (4) through device 
manufacturers and independent distributors. 

We found a severe reduction or "funneling* effect in the 
nature and ajsount of information as it aioved fron the point at 
which the problems occurred in the hosoitals to the ooint at which 
aessages were transmitted or received by device manufacturers, PDA, 
and others. Overall, of the i,175 problems associated with devices 
that were identified in our survey, only 593, or about 51 percent, 
were reported to any organization outside the hospitals . 

Specifically, in the first channel we found that no 
information flowed into the network for at least 41 percent of the 
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incidents hospital personnel identified (oerhaps more, if the 
"don't knows" are accounted for). The second channel, froa the 
hospitals directly to PDA or through USPC, was very seldoa ussd. 
The third channel, through third-party organizations, provided no 
inforaation to PDA, even though slightly aore than 8 percent of the 
hospital reports were sent into this channel. Finally, only the 
fourth channel, through the manufacturers and independent 
distributors, accounted for «any resorts. Although our hospital 
respondents indicated that they sent 46 percent of their external 
reports into this channel, a closer analysis of the data showed 
that the information flow was not quite so direct. One or more 
intenicdiaries, such as sales representatives, often cone between a 
hosoital and a manufacturer's headquarters; blockages and 
breakdowns in the flow of inforaation could and did occur.'' When 
we went to the manufacturers, we found that only 12 percent of the 
incidents were recorded in thefr central files. 

The sparse records of problems with devices in the 
manufacturers' files may be partially explained by how messages are 
diffused after they leave the hospitals. For example, 54 percent 
of the reports in the manufacturers* channel wenC only to regional 

^POA distinguishes between two categories of medical-device 
distributor. Manufacturers are referred to as "distributors- and 
are subject to the medical-device reporting rule. Companies that 
are not wholly owned are- referred to as "independent distributors" 
and are not subject to the rule. About 80 percent of the surveys 
S?^!!''?! '^^^ identified as transmittals to a manufacturer or 

distributor that was a wholly owned subsidiary of the device 
manufacturer, and about 12 percent were transmitted to independent 
distributors. 
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offices, and they aay not have been forwarded to a aain office. In 
another exaaple, we found that 12 percent of the hospital reports 
intended for aanufacturers really went to independent distribw ,ors, 
and some of these oes sages nay not have been passed along to the 
aanufacturers. <«bile other exaaples could be given, the point is 
that there are a nus» »r of places in the coaaunications network 
where a message night stop. 

The net result is that froo all four oain channels through 
which PDA receives inforaation, less than 1 percent of the problems 
in our sanple were ultimately recorded in PDA's files. 

Selective Reporting of Types of ^roblea8 

We found what appears to be a certain aaount of selective 
rept ^ting in the 51 percent of problens that were reported outside 
the hospitals.. Por example, when a problea involved an injury to a 
patient, an outside report was l?s« liXelv tc be =cdc then if no 
injury to a patient were involved. Aaong the unreported incidents 
uncovered in our study was the one that involved the death of a 
pat ient « 

We also discovered that how the cause of a problea was cited 
was related to whether or not the problea was reported outside the 
hospital. Por exaaplf,*, we found that problems that were believed 
to have been caused by we^'r or deterioration were the least likely 
to be reported. This suggests that problems associated with older 
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devices «ay «ot b€ reported outside the hospitals. Another factor 
exertin9 a powerful influence on reporting was the existence of a 
■anufacturer's warranty, service contract, or exchange agreenent. 
The reporting rate of devices that were covered by these agreements 
was almost twice that of devices that were not covered. 

We alco sought to look at the neans by which reports of 
incidents with devices were tranaai':ted, anJ we found that sooe 83 
percent of tne reports fro« hospitals to outside -organizations were 
transmitted orally. Since no standard reporting piocedures, fonts, 
or formats are required, we can only speculate on the quality of 
the infotmation, and the possible distortion in the oral 
information, that was passed along. In sum, our stody shows that 
reporting on device-associated problems that the hospitals 
themselves voluntarily selected as significant was cut in half at 
the source — and most of what did emerge was not formally 
documented. 

COWCLOSIOHS 

POA can receive early warning of problems with laedical devices 
only if information flo**3 effectively from the hospitals along the 
various channels of the communications network. Most importantly, 
PDA loarns of less than 1 percent of the medical-device probleis in 
hospitals. About 9 percent of these problems are associated with 
injuries, and 37 percent are associated with potential serious 
injur/ or death. Taking these findings together, we conclude that 

8 



ERLC 



376 



inportant probleas with medical devices are unknovn to FDA because 
the cosaunications network between the hospitals and PDA does not 
work very well* 

We realize that lOO-*percent reporting is not necessary to 
enable the agency to make appropriate postmarketing regulatory 
decisions and that it is the agency's role to determine the level 
of reporting that is required in order to establish the nature and 
scope of probleas related to medical devices. However, we believe 
that the reporting of serious events, such as those described in 
the lied ical-dev ice reporting rule, are the most important for the 
agency to hear about, and we found in our study that those serious 
events were the least likely to be reported outside the hospitals. 
Indeed, whether one considers serious or nonserious events, it is 
clear that if less than 1 percent of the reports of problems are 
reaching PDA, the early warning system is in need of improvement. 
Purther, these gaps in the flow of information raise important 
questions about the nature and scope of problems that can be 
identified by the regulation. 

In response to the comments HHS made on our report, we agreed 
that the nedical'-device reporting rule may be a necessairy first 
step in improving the severe underreporting of medical-device 
problems and in increasing the overall effectiveness of FDA's 
postmarketing surveillance system. However, we believe this rule 
is not sufficient. He indicated to HHS that it is reasonable to 
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expect the impleoentation of the «e'!ical-device reporting rule to 
augment the nunber of reports that are sent to FDA, but since our 
study did not include a specific evaluation of the rule, we could 
not WBpirically assess its effect. We also pointed out that the 
medical-device reporting rule does not currently require reporting 
by independent distributors of medical devices, yet our findings 
show that the distributors are an important link in communications, 
that they are notified of the occurrence of problens, and that 
often they do not transmit this information to manufacturers or 
PDA. This finding supports the need to include the independent 
distributors in the mandatory reporting scheme. 

Solutions to rectify weaknesses in che network should consider 
the network as a whole rather than trying to repair or strengthen a 
single link within it. For a first step toward strengthening the 
whole network, we have recommended to HH5 that independent 
distributors of medical devices be required to report information 
about problems to manufacturers, just as manufacturers are required 
to report to FDA under the medical-device reporting rule. Since 
our study found that more than 50 percent of the hospital personnel 
Q 3 not know they could report problems directly to FDA or to FDA 
through OSFC, we also recommended the establishment of a moro 
effective cooperative relationship with professional health 
organizations, in order to develop and distribute educational 
materials for hospital personnel on PDA's need for early warning 
information and on how to report mediciil-device problems. 
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In addition, we recommended that FDA explore the possibility 
of establishing a voluntary, postnarketlng surveillance system 
involving a representative sample of hospitals that would report 
directly to device manufacturers. We made this recommendation 
because of the void we found in the Information on orobleos with 
medical devices, the potential harm to the public that could ensue, 
recent Initiatives taken by the Joint Commission on Accreditation 
of Hospitals, and the extremely cooperative attitude hospitals 
expressed to us while we were conducting this study. 

This concludes my prepared statement. I will be happy to 
answer any questions you or other members of the Subcommittee hav.>. 
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Mr. Waxman. Is Dr. Chan going to testify independently or is he 
here to answer questions? 

Ms. Cheumsky. No, he wasn't going co testify. 

Mr. Waxman. You found that less tlian 1 percent of the medical 
device problems in hospitals ever reach the FDA. I understand that 
your study was conducted before FDA's new mandatory reporting 
rule called MDR went into effect. 

Ms. Cheub^sky. That is right. 

Mr. Waxman. Will MDR solve the problems your study identi- 
fied? 

Ms. CHELmsKY. I don't think so. I thmk it ^-ill certainly up the 
number of reports, but the real issue, with 1 percent number that 
we found, is the proportion that get there. When you i alize that 
^ already m existence, it's clear they were getting some re- 
ports. The real point is thac when we went and traced the number 
that we were told about, we found they didn't get to FDA. So what 
tnat tells you is you have got users that need to report and don't, 
you have a large number of reports gomg to individual distributors 
that are not gomg to manufacturers, and we also found that they 
wre gomg to r^onal offices of manufacturers rather than central 
cmces. 

There is a kind of ad hoc quality to this system that means that 
at about lo different points in that commimications network, it 
could break down. So simply strengthening the node between the 
manufacturers and FDA is just going to give you that s^ent of 
the commumcations network. The others are not strengthened 
thereby. 

Mr. Waxman. What percentage do you think that might be? 

Ms. Cheumsky. It would be very hard to tell. You can't make 
any generalization from our study to the overall number of prob- 
lems. We just took 10 devices, so we only know what we can esti- 
mate for those devices. You couldn't really generalize from that to 
the imiverse of all problems with all devices, 
i i^P^xH^^ ^ remember also that we picked devices that were 
likely to have probi' tis. I think the great m^ority of devices don't 
have problems. 

. Mr. Waxman. Now, you told us that there was selective report- 
ing by hospitals. It particularly concerns me that the more serious 
an incident is with a medical de ace, the less likely hospitals are to 
report it, which is what you told us. Do you have an explanation 
tor this.^ Why wouldn t hospitals be reporting device problems in- 
volving injuries or death? 

Ms. Cheumsky. I think we can't really answer that question. We 
would have to lend intentions to people who basically were cooper- 
ating with us, telling us what they had found, and then, of course, 
we went and validated what was reported, to see what, in fact, was 
communicated further on. 

^ ^^^A^^ showing you is empirical results. Basically, they 
told us 46 percent of identified problems with devices went to man- 
ufacturers and distributors, and we only found 12 percent. ^Tiat 
serais to determine more than anything that something gets re- 
ported IS that there is a warranty on it. That may tell you what 
cntenon is being used. 



ERLC 



384 



380 

Mr. Waxman. Dr. Chan, do you want to comment on this? I 
would think there is a fine ^ine sometimes between a problem with 
a device and a misuse of that device. 

Ms. Cheumsky. Exactly. 

Mr. Waxman. So I would think that if there is a fear that they 
are gomg to be accused of a misuse of a device or in fact there was 
a misuse of the device that could lead to a lawsuit, that they don't 
particularly want that reported. Do you have any comment? 

Ms. Cheumsky. That could be the reason, but we don't have data 
on that 

Mr. Waxman. You don't have data on it. 

Mr. Chan. One interesting observation I can make is that even 
m our method, we found people were giving us over 30 percent of 
cases where there was potential misuse, and it is so fascuiating 
that they would tell us that. 

The second comment I can maks is that we also did an independ- 
ent, separate questionnaire and asked them, not following the data 
and incidence but rather asking the people who respond to the 
question what are some of the incentives and disincentives for re- 
porting or not reporting to FDA or the manufacturer, and we ob- 
served that they said the seriousness of events would be the great- 
est incentive for reporting. What we found in the actual data base 
speaks differently. 

So that is the only observation I give you. There is a natural re- 
sponse when we ask them the reasons why, and yet in actuality, it 
IS not the same thing. 

Mr. Waxman. Even if we can greatly increase the proportion of 
devices that FDA reviews for safety and effectiveness, we know 
that most devicas are likely to continue to get on the market 
through the 510(k) process, so it seems critical that we have the 
post^marketmg system for reporting defects to be as effective as 
possible. Shouldn't all the links in the network, including hospitals 
and distnbutors, be reporting? 

Ms. Cheumsky. I think they should be reported. The real ques- 
tion hinges on whether it should be mandatory or not. I guess my 
sense is that— based on FDA's experience but also based on the co- 
operation that we found in doing the studv, where we had wonder 
ful cooperation from hospital personnel that we really didn't 
f xpect— my sense is that we could try a voluntary system. I cer- 
tainly think you have to have some system. 

I don't think it is possible to leave the users out of the network. 
We wouldn t be capturing the most important things if we left 
them out But I think a voluntary system would probably be much 
more acceptable. It would ijrobably be easier for FDA to impose, 
and it seems to me that if it didn t work, we could then move to 
something more stringent. 

But based on their experience in 1980, the^' were able to try it, 
and it does seem to me that it is a real possibility and we ought to 
at least give it a chance to work. Other people have done it. You 
know, we looked at another group of agencies that had similar 
hazard problems and how they went about collecting incidence 
data on them, and one of the systems that we looked at, the NEISS 
network, used a voluntary system quite successfully with a proba- 
bility sample. So that in fact, you can really with a minimum of 
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burden on the hospitals reelly get it It seems to me it is wcrth 
trying. That is the basis for our 

Mr. Wax&ian. Because we have a voluntary system now for re- 
portiiAg and it liasn't worked. 

Ms. Cheumsky. Well, we have a voluntary system but we don't 
have a probability sample. It is not a well-structured, carefully run- 
ning, very much pushed prc^am. It is very different, what NEISS 
has and what some of the others do. 

Mr. Waxman. What is NEISS? 

Ms. Cheumsk^. What does NEISS stand for? I can never remem- 
ber that. 

Mr. Chan. It is National Accident Sampling System under the 
National Highway Traffic Safety. NASS. 

Ms. Cheumsky. No, that's not the one. It's NEISS. There are so 
many of these acronyms that vou have to deal with. It's the Na- 
tional Electronic Injury Surveiflance System, not the accident one. 

Mr. Wax»«an. Fine. We will look at that and see what we can 
learn. 

Ms. Cheumsky. You will find a description of it in our report 
with the reasons why we recommended a voluntary system. P^^r- 
haps it is unnev^essary to be so concerned about the burden on the 
hospitals, but it does seem to me they do have a lot of burdens of 
reporting, and if one could do it voluntarily, it would probably 
work. You certa nly can't leave the hospitals out. At present it is 
tantamount to le iving them out. 

Mr. Waxman. Ihank you for that suggestion. 

Mr. Ferguson and Mr. Cook, it seems like the devices you listed 
are all devices for which you are seeking approval but not through 
a 510(k) process; is that correct? 

Mr. Ferguson. Yes. We were primarily concerned with the pre- 
market approval, and most NR products are all Class HI. 
^ Mr. Waxman. Why aren't you going through a 51(Xk) process? Is 
it because they are new, innovative devices ancl not substantifr'ly 
equivalent to anything else that is on the market? 

Mr. Ferguson. Several of them are new, innovative products so 
we are working on those, and the second one is if they are, I think, 
of a nature that even if you said they were substantially equiva- 
lent, they needed to go through the premarket process, according 
totheFTJA. 

Mr. Waxman. I'm sorr3 . The last part was you don't think they 
would qualify for a 510(k)? 
Mr. Ferguson. No. 
Mr. Waxman. I see. 

I wanted to ask you about the r^latory patents area. You were 
critical of it. You referred to the fact that it can be so time consum- 
ing and expensive to get a device approved by FDA >hat those who 
have done so often face little or no competition. So once a manitfac- 
turer has gone throi^h the PMA process, it would oppose letting 
similar products on the market through a substantia: equivalence 
test or moving devices into lower risk classes even xraere that 
would be appropriate. 

It seems rather ironic that products can be declared substantially 
equivalent to old medical devices but not to new ones because of 
purely economic concerns. Let me state that the regulatory patent 
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fifyndrome can hamper meaningful regulatory form. Companies that 
have them do not like to give them up and seem to feel entitled to 
them. Do you think they should? 

Or to put it ano*^her way, do you think that FT which is a 
health and safety r^ulator, not an economic relator, should be 
required to do premarket approvals for x<fw risk devices simply be- 
cause some manufacturers once had to get premarket approval and 
now want to make everyone else do it? 

Mr. FracusoN. Well, we obviously believe that the free ma. \ct 
o^ght to determine, and the point that we are all trying to accom 
plish is to improve the health care of the Nation. Just because you 
liave a product that you have taken through the process doesn't 
mean that you ought to be protected from a new, competitive prod- 
uct which is better coming on the market, if that answers your 
question. 

Mr. Waxman. Yes. Your opening conmients, I think, highlighted 
the dilemma that we have. Certainly we want the public to get all 
these devices because so many of them are going to be so valuable 
saving lives; on the other hand, we want to make sure that these 
devices are safe and effective. 

You put it in terms of 100 percent effectiveness being the re- 
quirement. I think that what nught look like 100 percent to you 
may look somewhat different to FDA or to a consumer using the 
product. We want to have some sense that these products have 
been scrutinized before they are on the market. 

Do you think that they ought to go right onto the market with* 
opt FDA approval? 

Mr. Ferguson. No. We see two or three problems with the cur- 
rent system. One is that, just as a comment safe and effective, we 
are thinking more in terms of risk-benefit. Obviourly, in the case of 
a patient who has a brain tumor and is going to be dead within a 
matter of weeks, an alternative treatment, even though it may 
only have a 50-50 chance, is much better than the 100 percent 
chance of death. This is a different cat^oty. 

We also see that even if you do, as has been pointed out other 
witnesses, a total premarket approval, that doesn't necessarily 
mean there are not going to be problems. Also, we see that a lot of 
problems occur in the scaleup, and that maybe the emphasis is not 
in what happens before it goes on the market but that area when 
you go from the model to production. We see that that is really a 
difHcult hurdle to get over in the production process. There you 
have problems, and we think there ought to be more emphasis in 
that area rather than back before. 

I would say the other thing is that 

Mr. Waxman. How would FDA handle something like that? 

Mr. Ferguson. They have good manufacturing practices now, 
and a similar type of procedure in terms of you ought to file and go 
through a process of saying we are going to go from this to scaleup, 
and therefore here is how we are going to do it and here is how we 
are going to manufacture. When you go trom the model to the 
mass production, that causes a lot of the problems. 

Some of the problems we have heard about today, it wouldn't 
make any difference if there were a premarket because they have 
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either been quality control or overuse of the device and longevity^ 
which is not going to solve, obviously, reporting. 

But our overall feeling is that yes, products ought to go through 
the process, and we are not saying that, and they ought to be safe 
and effective and there ought to be some weighing of the risk and 
the benefit, but it is very difQcult for the personnel at FDA to 
know as much as the manufacturer does in the development of a 
product. The state of the technology and the nature of it is that 
products are so complicated that they need to have the expertise 
out there, and to have them involvea in every little decision and 
everv chance and every chan<i;e during the developmental process 
really slows it down. 

They ought to let us develop the product, go through the proce- 
dure, through the premarket approval, iile with them, show them 
what we are going to do, do it, come back to them and say here is 
what our results are and here is how we are going to scale up. But 
don't get involved in every decision because I don t think personal- 
ly they are ever going to be able to eaminate all the problems or be 



Mr. Waxman. I don't believe they will eliminate all the prob- 
lems, but we want them to be knowledgeable enough to, at least for 
those devices that offer a threat to life, be able to give some sense 
that this has been reviewed by the experts at the governmental 
level so they have a sense that it is going to be reasomibly safe and 
effective. No drug or device is 100 percent safe or effective. There is 
always a risk-benefit concern, given each individual patient's needs 
at the moment and evaluating whether to go for one process or an- 
other or one device or one drug or another. There are no absolute 
assurances with these things. 

I appreciate your siiggestions and we will want to look at them 
very carefully and review them to see how we can make this whole 
medical device law serve both purposes: to protect the public from 
tinsafe, ineffective devices, but also to get these devices to the 
people who need them. 

Mr. Ferguson. We agree. We don't want unsafe devices out 
there because it affects us and it affects everyone. We do think 
there need^ to be some more emphasis placed on the scaleup provi* 
sion, the premarket, and we need to get these devices out to the 
public because they are the ones that are losing if we don't get 
them to the patient. 

Mr. Waxman. Thank you very much. We appreciate your testi- 
mony. 

Our next witness will be Mr, James Benson, Deputy Director of 
the Center for Devices and Radiological Health at the Food and 
Drug Administration. I would like to have Mr. Benson come for- 
ward. 

While Mr. Benson is taking his seat, let me mention the circum- 
stances under which he appears. Although we had invited FDA 
some time ago, we understand that Mr. Benson is a last-minute 
pKayer at this hearing and has had no opportunity to prepare a 
written statement. 

As I understand it, Mr. Benson, you are not in a position to re- 
spond to questions relating to future budgets or specific legislative 
proposals. 
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We certainly appreciate your appearance, and we will keep the 
record open for any further written statement that you wish to 
submit. 

But before we turn to questions, do you have any comments that 
you want to make? 

STATEMENT OF JAMES S. BENSON, DEPUTY DIRECTOR, CENTER 
FOR DEVICES AND RADIOLOGICAL HEALTH, FOOD AND DRUG 
ADMINISTRATION, DEPARTMENT OF HEALTH AND HUMAN 
SERVICES 

Mr. Benson. Let me thank you for the invitation, whether it was 
last-minute or not. I appreciate the opportunity of being here. 

I don't have a formal statement, as you pointed out. However, I 
am prepared and welcome the opportunity to discuss with you the 
workload situation in our medical device program. I would also be 
phased to share with you the actions we've taken to deal with 
some of the workload-related problems facing us, as well as the 
pogress we've made in alleviating workload burdens and improv- 
ing the overall efficiency of the program. 

For isjues other than those relating to program workload, and 
including these, in fact, we'd be happy to provide for the record 
any information that you or the subcommittee feels is necessary 
and germane to this morning's hearing. 

Let me also say that with me at the table here are Mr. Thomas 
Scarlett, who is Chief Counsel for FDA, and Mr. Robert Eccleston, 
who is Assistant Director of our Center. 

I would rather just go ahead with questions, Mr. Waxman. 

Mr. WAXBfAN. Well, we heard complaints from several consumers 
about a number of medical devices earlier this morning, and with- 
out asking you anything about the spedfics of those cases, I would 
like you to explain one point. 

Assume that we are factually correct in stating that all of these 
devices either were Class HI or Class I! devices. Assume further 
that we're factually correct in stating that none of these devices 
went through premarket approval or complies with a performance 
standard. They simply passed through the 51(Kk) process based on 
their substantial equivalence to other products aiready on the 
market. 

Can you explain how this occurs? I'm not sure that everyone who 
is here understands that process. 

Mr. Benson. OK. I'd be happy to attempt to. 

The agenpy receives on the order of 5,000 applications or notifica- 
tions for products coming to market annually, the socalled 510(k)'s. 
We receive on the order of 100 premarket applications, which 
relate to post-amendments Class m products. On average, it takes 
us 1,200 staff hours to review a PMA, but about 20 hours to review 
a 510(k), and so basically that's why that distinction is so very im- 
portant. 

One thing I would like to point out that I think may be a little 
bit misleading from some of the statements that I've heard this 
morning, is that the 510(k) process is not simply a determination of 
equivalence, and nothing more. 
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We basically— and frankly, as a result of some of the hearings 
that weve had in the part— have taken a very hard look at the 
510(k) process. Only recently have we been able to get some guid- 
ance into the hands of the reviewers and, in turn, in*o the hands of 
nianufacturers and anyone else that's interested. Thai guidance ba- 
sically says that a new product must be at least as safe as and as 
efficacious as prior products on tbe market. 

If we have any questions about that— and the first thing we look 
at is whether this indication— that is, the indication for use— is any 
different from ehat for a prior product, and does it raise any safety 
questions? 

If it does, then we would automatically turn it down. If the prod- 
uct gets through that gate— that is, the indication gate— and we 
see changes in the tecl^ology that the product utilizes that raise 
safety questions, it agam would be turned down. If we have ques- 
tions about either of those two things, we ask for data from the 
manufacturer. Often this is clinical data- So for many 510Gc)'s that 
come through— especially for lifMustaining products, the pacemak- 
er type products— we would definitely reauire information such as 
clinical and pretesting data and so on. 

But if I may, let me also comment on 

Mr. WAXBfAN. Before you move off' that issue, let me offer my 
opinion. It doesn't make sense to have a process m which most de- 
vices go onto the market— not by being found safe and effective- 
but by being found only as safe and effective as some device pro- 
duced over a decade ago. 

Wouldn't it make sense for FDA to have the authority to require 
that a later product be somewhat safer than an earlier product 
that was now essentially outdated? 

Mr. Benson. Well, I think aj the tech^iolpgy evolves, that we 
would always want to be moving in the direction of increased 
safety. So something like that does make sense to me, yes. 

Mr. Waxman. And, of course, the 510(k) process, the way you're 
mterpreting it, allows you to look at those other technological ad- 
vances to establish safety, not just the equivalence to a previous 
device on the market; is that correct? 

Mr. Benson. I would say that we have that ability, and certainly 
if there are safety questions, we could take action. 

Mr. Waxkan. But the bottomline test is still the safety and ef- 
fectiveness of the original device; isn't that correct? 

Mr. Benson. That is true, yes. 

Mr. Waxman. So we have this murky area where you have to 
look at the original device, whether it's safe and effective, and then 
this new device, whether it's equivalent to it, even though there 
could have been a good number of technological innovations which 
could make it safer. We ought to make sure that we're holding 
them to the safer standard, not the antiquated standard that once 
was considered safe because that was the best we could do. 

Mr. Benson. Yes. 

Mr. Waxman. You were going to comment on some other area. 

Mr. Benson. I just wanted to point out, based on the videotape 
presentation this morning and your comments afterward, I wanted 
to assure you that we will go back and look at that product specifi- 
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cally to see if it is, in fact, on the market ill^ally, as I think you 
suggested if I heard you right. Well certainly check that out. 

Mr. Waxman. We heard earlier about an incubator that appar- 
ently was on the market prior to 1976 and was still being used in 
J 981 when tragedy struck. 

Without commenting on that particular case, if you look at the 
charts— if you look at Chart No. 4, which is the premarket approv- 
al backlogiand 5, which is the performance standard backlog — 
until the FDA revie-vs pre-1976 Class III devices for safety and ef- 
fectiveness or writes performance standards for the old Class U de 
vices, new products will continue to get on the market simply by 
being substantially equivalent to those old ones under the current 
law, and this will continue year after year, even long after all 
those old devices are no longer being sold; in fact, until FDA regu- 
lates the old devices; isn't that correct? 

Do you believe this situation should continue indefinitely? Fifty 
years from now, should we be comparing devices to pre-1976 de- 
vices? 

Mr. Benson. No, sir, I don't. I think that the premarket Class III 
products are ones that cause concern. As the chiart shows— and, bv 
the way, I think N equals 1 on the righthand column, but that's 
not a significant impact, I vould agree— we are looking at that 
group of products. We have identified 12 products for which we're 
considering calling for prenmrket approvals and basically we'd like 
to get on with that. 

We have to do it in a very metered, very measured way, because 
I think we estimate, if afl the pre-AmendmentG products were 
called for, that we'd get something on the order of 1,(KM) PMA's. We 
don't know exactly, but something on that order. The workload for 
this I think is around 150 staff years. It may even be more than 
that; I don't have those figures in front of me. 

I think at the same time that, perhaps thit)ugh post-market sur- 
veillance activities, we need also to pay very close attention to 
those products to see if there are problems. 

I think the saving point there is that the products have been out 
there awhile. We do have postmarket data on them and, if neces- 
sary, could take action based on that information. It's certainly not 
as thorough as premarket approval, but not lacking either. 

Mr. Waxman. Other than the fact that roughly 50 to 100 devices 
a year have to go through premarket approval, aren't things pretty 
much the same for most manufacturers today as they were before 
the 1976 law was passed? 

Before that law was passed, FDA could seize dangerous goods in 
the marketplace. The only thing it lac ed was premarket approval, 
yet the agency only uses premarket >proval for a few devices. So 
little really has changed. 

Mr. Benson. I think they are vastly different. I think on the 
grand scale, just the awareness of the importance of quality con- 
trol, quality assurance, that has resulted from the Device Amend- 
ments makes a difference. 

There are specific programs like that for Good Manufacturing 
Practices, which I'm surprised and delighted to report that the in- 
dustry in general supports. In fact— I've talked to some of the r^- 
latory affairs people and some of the people in the plants, and they 
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genuinely feel that it has helped them improve their quality. I 
think we're going to see more growth in that area as we b^n to 
look at things like design validation, something that's not specifi- 
cally covered in the r^ulation, but something that many manufac- 
turers are concerned with. 

Certainly a program that you were instrumental in getting us 
rolling on was the mandatory reporting program, which ^so causes 
a great difference in the way that industry looks at their products. 
I think that's borne out if you look at your recall chart over there. 

So I think there's a great deal of difference. I think some of the 
educational programs that we're beginning to get into place also 
make a difference. And there are many other areas that we could 
go into in more depth. 

Mr. Waxman. I realize you're not in a position to discuss specific 
Illative proposals, but let me just ask you generally: Without 
some fundamental change in the law, aren't we likely to be here 10 
years from now holding essentially the same hearing with essen- 
tially the same charts? 

Mr. Benson. Let me digress a minute on that question. Wh2n I 
became associated with the medical device program — starting back 
in 1982 — I think it was fairly clear to me coming in fresh that 
there were severe problems. Certainly those probleroR were illus- 
trated in the various oversight hearings that have been held. And I 
think that the conclusion that many of us came to very rapidly was 
that we needed either to change* "^he law or we needed to change 
the practices that were presently in place. 

And I think that we have made a lot of progress toward chang- 
ing those practices, and so I feel very good about that personally, 
and I think organizationally we're proud of the changes that have 
been made. 

On the other hand, I think that if you look at the overall staffing 
of the Federal Government, FDA included, going back over the 
past 5 years or so, FDA's staffing has diminished— I don't know 
what it is; something on the order of 5 percent. Our center's staff- 
ing over roughly the same time period has also diminished by 
about the same percentage. 

We feel very fortunate that in the last year or so the Commis- 
sioner has been able to increase our staff by about 40 staff years, 
and we look forward to some modest increases in the future. But I 
think that because of all the programs that we see coming down, 
we've had a workload increase of something like 115 percent in 
some areas in that same period of time with applications. We've 
had new programs that have come along— MDR, the pacemaker 
r^try. The fact that we're trying to pay more attention to our 
science base, the fact that we're trying to get educational programs 
off the ground, and so on— means that in a lot of these areas you're 
not going to see strong improvement, and mandatory performance 
standards is a good example. 

I would think that, if I have anything to do with it, you'll see a 
few mandatory standards in place at the end of that 10-year period, 
but you're not going to see a significant dent in the backlog that 
the chart illustrates. 
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ftfr. Waxman. ok. Thank you very much for your testimony to 
iSisSion* ^ working with you and FDA in looking at 

Mr. Benson. Thank you, and thank you for having us. 

Mr. Waxman. Let me ask if Mr. James Young has arrived? If 
you could come forward. Good. 

Welcome to the subcommittee meeting. I understand you've iust 
arrived from Florida this morning. 

What we'd like to ask you to do is to take 5 minutes and tell us 
about your medical device experience to us, so it will be helpful as 
we evaluate the medical device Illation. 

STATEMENT OF JAMES YOUNG, SARASOTA, FL. 
Mr. Young. OK. Good morning. 

Mr Waxman. On the base of that mike, there's a button, if you 
would push it forward. ^ 

Mr. Young. Good morning. As you know, my name is James 
Young, and I m from Florida by way of Boston, MA where I spent 
aU my workmg years. I retired in 1971 and went to Florida, but 
found Uiat my pension wasn t enough, so I was semi-retired once I 
got to Florida. I took a part-time job there. 

In 1971, 1 had a partial knee replacement on my right knee, and 
this, we knew at the time, was cnly for a limited duration. I was 
very fortunate that it lasted 8 ye;irs. 

In 1984, both kne^ gave out, .-md I had to have both knees with 
totel replacements. Quite painful, as I found out. In order to reha- 
bilitate, they put you on a machine which automatically brings 
your leg up and down, up and down, night and day while you're in 
the hospital. And I finally got to the point where I had to ask them 
to take me off the machines, the pain was too great. 

I came out of those two operations-I was m there for about 3 
weeks, I think. They did one, and 7 days later they did the other 
one. And it took about, oh, 5 to 6 months before I was able to get 
back on my job in 1984. ^ 

^!lu^^-^'l'!'^l'' ^"Sust of 1985, the left knee failed. The 

prosthesis that they put in there failed. And while i was in the hos- 
pital, my doctor came m, and he told me that Dow Chemical told 
me not to worry about the expense; they were going to take care of 

^Tien I Fot back on my feet somewhat after I left the hospital, I 
had a meeting with a representative from Dow in my doctor's 
office. And trying to be a good Joe, T told them that if they would 
take care of my missing wages and the difference betwesii what my 
insurance company would pay for the operations and what the 
totel bill was, I woidd be happy. I think it cost them something like 
$1700, something like that, for an operation that prob-bly would 
^^round $10,000, and a good portion of the $1,700 was my lost 

Now it went along OK, aud then I was out there for about 4 
months, and I .vent bick to part-time. I could not do the hours that 

ioofi 5. • J. °? ]}"^}^ hours at that time. And then in July 
lyoD, the nght knee failed. 
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Tliat s when I got mad, and I got my attorney to see if he could 
find out something for me, and he said that he had learned from 
your subcomnuttee staff that there was no pretesting of these parts 
that were put in my body. And this really disturbed me, because 
1 a been through a lot of pain and a lot of rehabilitation. 

And I recovered from that one somewhat. That was in July 1986, 
and I was about ready to get back to work when in August the left 
knee had to have what they call a lateral release, which had been 
operated on m 1985. And I just felt like they ought to put zippers 
m my knees. They kept going back and forth all the time. 

The doctor felt that the lateral release was needed because of the 
two operations on that knee, and he said perhaps the stress of 
trying to favor the right knee also had something to do with 
having to go back in on the left knee. 

I just can't unaerstand the FDA not testing this product 'jefore it 
go^ mto the human body. It makes me feel that the human body- 
well, we re just nothing but a bunch of guinea pigs, and so let's try 
It out on this guy, see if it works. They never did teU me when they 
came to the doctor's office to settle on the first one in 1985, they 
never did tell me that there was a good possibility that the left one 
was gomg to fail. 

And so I just can't understand why the FDA does not have pre- 
testmg before these things are put on the market. 

Mr. Waxman. Well, we checked the r^^atory status of the Lucy 
Patella implants, which is what you had, with the FDA. As with 
other devices we heard about this morning, these devices fall into 
Class m, the group that FDA has designated as requiring premar 
ket approval. 

Again, as with these other devices we've heard about, these prod- 
ucts have never gone through premarket approval. Instead, they 
got onto the market by claiming to be substantially equivalent to 
devices^ already on the market. 

That's what we're looking into this morning, whether that loop- 
hole which allows them to establish that they are substantially 
equivalent to some other device, should be continued as a bootstrap 
m the way it has been for devices to go on the market, be implant- 
ed in people, without a premarket scrutiny, which you wouM think 
these kinds of devices deserve. 

T ^I?^' Young. Well, I feel that I've had three more operations than 
1 should have had. And as you well know, any time anybody goes 
under anesthesia, their life is in danger, and I feel that my life has 
been endangered three more times than it should have been. 

Mr. Waxman. Well, I wf*nt to thank you very much for coming 
all this way to share this \.ith us. I think it's helpful for us tj un- 
derstand this whole medical device issue in the human perspective 
of w.iat happens to people, in not just the academic sense of, "Well, 
well make some kind of substantial equivalence, and isn't that 
good enough," because obviously in your case and in other cases, it 
doesnt appear that it was good enough. And you expected, as 
others expect, that the Food and Drug Administration is protecting 
you from drugs and devices that may not be safe and effective. 

rhank you very much for coming here u)day, 

Mr. Young. Thank you. 
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Mr. Waxman. That concludes the hearing this morning. We 
stand adjourned. 
[Whereupon, at 12 noon, th*- hearing was adjourned.] 
[The following statement was submitted for the record:] 
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STATEMENT OF GERRY SIKORSKl 

June 16, 1987 



Mr. Chairman: 

Thank you for holding open the record of the May 4 hearing of the 
House Energy and Conmerce Coinnit tee's Subcommittee on Health and 
the Environment. As you know, my schedule kept me from being in 
attendance. This hearing, which focused on medical device product 
problems and the FDA's product approval process, raised significant 
policy issues, and I look forward to working with you in this very 
important area. 

After this hearing took place, it came to my attention that one of 
the witnesses — Mrs. Pam Taylor, the mother of a young girl who 
had received e pacemaker implant — made certain statements 
regarding the performance of a pacemaker lead that do not appear to 
be supported by the facts. The lead in question (Model 4951} was 
manufactured by Medtronic, an industry leader, which is 
headquartered in Minnesota, Mrs. Tfiylor told the Subcoirmi t tee that 
this Medtronic lead, which had been implanted in her daughter, 
Jessica, failed, and that it was defective. I wculd like the 
Subconmi ttee to know that our information is that the Medtronic 
Model 4951 lead has an excellent performance record, and th.t the 
problems experienced by Mrs. Taylor's daughter appear to be 
unrcflated to ti.e performance of this pacemaker lead. 

V ^^^^ to take this opportunity to submit a brief background 

paper^wnich outlines the facts of the situation. Appended to this 
paper are three items bearing on the claims made by Mrs. Taylor at 
Lhis hearing: 

A copy of the deposition of J. Terrance Davis, M.D., the 
implanting physician, to the effect that the underlying cause 
of the reoperative procedu.e was due to the intrinsic problem 
of the patient's heart, not to any problem with the lead or 
the pacemaker. 

A statement by Robert G. Hauser, M.D., consultant to 
Pacesetter Systems, Inc., the manufacturer of Jessica^s 
pacemaker, that "there is no reason to believe that the 
Pacesetter pulse generator was at fault, that ♦he leads were 
at fault, or that the physicians were at fault." 

A list of several articles by American and British physicians 
with respect to the same phenomenon Jessica experienced 
relati'g to "Exit Block in Children with Pacemakers." Nearly 
50* of pediatric patients experience the same problem of 
fibrotic growth in the heart, rendering the xead and pacemaker 
ineffectual, even though they are functioning perfectly. 

Thank you again, Mr. Chairman, for allowing me to correct the 
record. 
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The Model 4951 Unipolar Lead 

Performance of the Model 4951 lead has been excellent. 

Returned product analyses show failures of less than 
two-^tenths of one percent (0.2%). 

* M& .1 10,000 of these leads have been implanted. 

The Model 4951 lead was L.erket released in May 1982 through the 
Fn,\*s 510(k) product approval process. 

The Put iftnt/Tpgatment 

Jessica Taylor, a nineteen-month old child, received p bipolar 
.'acesetter pulse generator (Pacemaker Model 226-6, Serial No. 
15462), along with two (2) Medtronic leads (Model 4951-53, Serial 
Nos. TF0010285R and TF0010272R) on October 25, 1982. 

On October 10« 1983, the bipolar Pacesetter pulse generator that 
had beer implanted in Jessica Taylor was replaced with a unipolar 
Pacesetter pulse generator (Model 261, Serial No. 1001). It was 
attached to one of the previously-implanted Medtronic ^951 leads 
which was still functioning* The other Medtronic lead was capped 
to avoid any unintended electrical contact, and was left implanted. 
The record shows that there were no intraoperat ional complications, 
and that the petient tolerated the procedure well. 

Testimony /Response 

Jessica Taylor's lead did not fail, as Jessica's mother testified 
at the May 4 hearing of the House Energy and Commerce Committee's 
Subcommittee on Health and the Environment. 

The child's need for a re-implant was not the result of any 
malfunction of either the Pacesetter pacemaker or the Medtronic 
lead. 

- A physiological reaction to a pacemaker lead frequently 
occurs in pediatric patients. Because tissue response is 
greater in growing children than in adults, the area where 
the lead electrode has contact with the heart is subject to 
a build-up of fibrotic tissue* At some point, exit block 
may take place. This means that the amount of energy 
needed to pace the heart exceeds the output of the 
pacemaker, so that the heart ccnnot respond, even though 
the pacing system functions perfectly. 
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As many as 50 percent of pediatric patients experience 
complications of this nature. By contrast, relatively few 
adults develop this fibrotic growth. 

The treating physician, Dr. J. Terrance Davis, testified 
under oath that Jessica was experiencing the problem 
described above. This problem is the result of conmon 
physiological phenomena inhei^ent in the heart itself, and 
is not the result of any defect in the lead. (Attached is 
a transcript of Dr. Davis* deposition.) 

Dr. Robert Hauler, an eminent pacing physician who has 
revipwed the available records on behalf of Pacesetter, has 
concurred with Dr. Davis' opinion. He stated that Jessica 
had experienced a well-knov/n complication oi cardiac 
pacing, and that her problems had not occurred as a result 
of a defective product or improper care. (Attached is Dr. 
Hauser's statement.) 

The best spokesperson on epicardial leads implanted in 
pediatric patients is Dr. Paul C. Gillette of Charleston, 
South Carolina. Dr. Gillette, the imnediate past president 
of the North American Society of Pacing ana 
Electrop.hysiology (NASPE), presented several papers on this 
subject at the annual NASPE meeting earlier this year. 
(Attached is a listing of relevant articles by Dr. Gillette 
and other experts on this mattei.) 



Jessica's mother testified at the May 4 hearing that the Model 4951 
lead that had been implanted in her child shared the same 
characteristics as another Medtronic lead - the Model 6972 lead - 
which was the subject of a recall in 1984. 

- She was mistaken. The only shared technology is the 
polyurethane insulation of these leads. 

- The Model 4551 lead is unipolar? the Model 6972 is bipolar. 
The Model 4951 lead is epicardial; the Model 6972 lead is 
transvenous. Further, the fixation characteristics of the 
two leads are different: the Model 4951 lead is a "hooked" 
lead; the Model 6972 lead is a "tined" lead. 

- The 4951 lead was approved through the FDA's 510(k) product 
approval process as a lead "substantially equivalent" to 
two prior Medtronic leads, the Mouel 6972 lead and the 
Model 6971 lead. This approval process does not equate the 
lead implanted in Jessica with the product problem 
associated with the Model 6972 lead. It should be noted 
that the Model 6971 lead, in contrast vO the Model 6972 
lead, has a record of excellent per f orn.ance. 

Conclusion 

The Model 4951 lead that was implanted in Jessica has an excellent 
performance record. It has proven itself to be a safe and 
effective lead based on a history of more than 10,000 impiants. 

Medical experts, including Jessica's own implanting physician, see 
her situation as a physiological complication — not an instance of 
a product defect . 

There is no reason to conclude that the FDA*s 510(k) product 
approval process led to the inappropriate or unwarranted 
distribution of the Model 4951 lead. 
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Q They're not in your view a symptom of a problen? 

A Not necessarily. 

MS. LALAK: All right. I have 

no further questions. Than^^ you. 
Doctor. 

CROSS EXAMINATIOri 

BY KR. JONES: 

Q Doctor, of course, I have a few questions and 

hopefully very few. Number one, you have reviewed 
and signed the deposition that was taken, I believe, 
on January 21st, 1986; have you not** 

A Yes. 

Q Or '87, excubf; me. 
A Yes. 

Q Did you find any errors m your testinony as recorded 

in that deposition when you reviewed it? 
A 1 didn't. 

Q Do you reaffirm everything you said in that 

deposition? 
A Yes. 

0 One of the things you said m th-.t deposition. 
Doctor, was that in your medical opinion to a 
reasonable degree of medical certainty because of 
the failure to sense, m Jessica's case, not some 
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Other case, but in her case, was something that you 
referred to as a lead tissue interface problem; is 
that correct? 
Yes. 

The reason I'm asking this again is that you have 
testified here today in response to questions by 
Hr. Jacobs to, number one, statements you made to 
the mother abo'jt possible causes of the problem 
being anything including the generator, the leads, 
or Jessica's heart itself. You did say those things 
to the mother, correct? 
That's correct, yes. 

Let me ask you a couple more questions about that. 
It is your opinion. Doctor, is it ncc, again, that 
despite the many possible "causes ol the failure to 
sense that, in your opinion, because of the 
resistance n^easurements that were taken and the 
results of those Pieesurements , that it's your 
opinion that in this case the cause of the sensing 
problem was in Jessica's heart itself? 
That's correct. 

You were asked and I believe Hr. Jacobs has asked 
you at some point today about — or perhaps your 
responses were that you were guessing or there were - 
that something was a guess at the causes of her 
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problem in this case^ and I want to clarify that 
statement. 

Z understood vhat you said^ Doctor » and 
correct -ne if I'm wrong, you've testified here 
today that you would be guessing as to the exact 
nature of the tissue problen within Jessica's heart; 
IS that what you were saying? 

A Yes. 

0 Correct? 

A That's correct. 

0 You are not neaning to mply to Kr. Jacobs today 
that you were guessing that the cause was within 
the heart? 

A Once we did the lead neasurenents, sure, to a 
r«!asonable certainty as far as I was able to 
determine the problem was within the heart because 
a crack in the insulation would have a very low 
resistance, which we did not find. 

0 Sure, we went through that, of course, in the first 
deposition. A crack would result in below normal 
range resistance and a break in the wire would 
result m higher or infinite resistance, so I'm 
just trying to clarify the uord guessing, and all 
you were saying is that it would be a guess to 
describe the specific tissue problem within the heart 
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^ itself? 

7 A That's right. 

3 0 But it's not a guess to say that the problein was 
^ . some kind of problein with the heart tissue itself? 

' . A That's correct. 

6 0 I believe 1 asked you in the first deposition and 

I'll ask you again because you said it again today. 
6 ^ You usee the term, bad lead and gcx>d lead as you 

? did in your operative notes that we've looked at. 

Would you explain to us once again what you mean 
*i when you use those terms « good and bad lead? 

A That is an operational definition to determine a 
^3 lead that is stimulating the heart and a lead that 

is not stimulating the heart. 
15. Q It dia p.ot ffean at the time you wrote it and ^t 
'c does not mean today that one lead was defective and 

one lead was not? 
^® A That's correct., 

^5 MR. JONES: Thank you. That's 

^ all I have. 
21 . 

^ [ REDIRECT EXAMINATION 

23 BY MR. JACOBS: 

j' 0 I*w reminded of the problem of the pacemaker that's 
'1 sitting in the vault, and I understand that mother 
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KUSH-FftESftmftlAN-ST.t-Ji:E*5 MEOtCAl CENTER 



July 17, 1986 



Larzy Selznidc 
f^nager. Technical Services 
Paoesetter Systens, Inc. 
1288< Bradley Avenue 
Sylrar, California 91342 



Re: Jessica l^aylor 



Dear Mr. Selznidc: 

I have reviewed the ericlosed case of Jessi£a l^ylor \^ received a 
Pacesetter paceraJcer and epiirr/ocaTditl leads in October of 1982 for second 
and third degree AV block. Subsequently, she was readmitted to the ho^ital 
for a pericardial effusion wtiich required a pericardiocentesis, i^jparently 
she recovered nicely and all r^rts indicate that the pacemaker %^ 
functioning norrally in May of 1983. Than, in the fall of 1983 « she 
e^qperienced several synccp&l episodes and vas readmitted to the hospital. 
On October 10, 1983, she tsndervent a pacen-aker procedure. A review of the 
records of that admission tndicete that the paceraXer vas not sensing the 
patient's spontaneous QtS conplexes. Attenpts to program the pacemaker to a 
higher sensitivity did not seein to affect the problem. Likewise, increasing 
the duration of the refractory period did not iirprove the situation. In the 
operating room, on October 10, 1983, the acplitude o? the bipolar R-wave %qs 
found to he 0.2 millivolts, clearly too Jc-r for sensing to occur. 
Therefore, the pulse 9enerator «4S ceplace<3 with a unipolar pulse generator 
and connected to one of the previously inplanted leads. This resulted in a 
low threshold and adequate R-^ve for sensing. 

It is quite clear that the problent in this case is a lead-tissue 
interface anomaly «4iich is not related to either the pulse generator or 
directly to the lead-«iectrodes. In addition, it should be noted that, in 
aiy opinion, the physicians who c»red for this patient exercised good 
judg«nent and technique and in no »«y can I criticize their ffanagerrent of 
this case. 

In sunnary, in ay opinion, there is no reason to believe that the 
Pacesetter pulse generator mis at fault, that the leads vere rt fault, or 
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